	

	WI-1213
	Interim TDN Tool Instructions

	
	REVISION:
	1.0
	REVISION DATE: 
	2-Feb-17

	
	DOCUMENT OWNER:
	Quality

	
	PROCESS OWNER:
	Quality - Doc Control

	
	LOCATION:
	Vault® - Documentation Control Folders



[bookmark: _GoBack]Verify that this is the latest version of this document before using, and destroy/delete any older versions in your possession.
Revision History
	Rev
	Description of Change
	Originator
	ECO №
	Date ECO
Created

	1.0
	Initial Release
	Phil White
	ECO-1449
	16-Feb-17


PURPOSE
To describe the proper usage of the Interim TDN (Temporary Deviation Notice) tool.
SCOPE
This document applies only to the use of the Interim TDN tool.
The Interim TDN tool is a temporary solution only, pending the creation by IT of a TDN database integrated with Pyro.
AUTHORITY / RESPONSIBILITY
The designated Document Owner has the authority to generate, implement, and change this document.
All personnel performing tasks within the Scope and Purpose defined above are responsible for complying with this document.
RELATED DOCUMENTS
QA-FM-1000 TDN (Temporary Deviation Notice) Form
FM-1137 TDN (Temporary Deviation Notice) Short Form
Refer to QMS document structure in Vault® for related documents.
DEFINITIONS
Refer to QA-RF-1001 Watchfire Glossary for explanation of general terms and acronyms.
EQUIPMENT AND CONSUMABLES
N/A
ENVIRONMENTAL, HEALTH AND SAFETY
N/A
WORK INSTRUCTION
Navigate to Q:\SHARED\PhilipWhite\TDN Register (Beta)\TDN Register.xlsm
You must enable content for this tool to function.
Enter the required information (see Figure 1).
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There are three levels of Complexity
Simple.  A deviation that does not impact other departments or functions and in the assessment of the Responsible Engineer is of minimal risk.  Utilizes the TDN short form.
Major.  A deviation that impacts other departments or functions, or which requires coordination across multiple departments or functions.  Major deviations will require that the TDN long form be routed on an ECO to ensure that all affected departments are informed of the deviation; the only required Approver is the Responsible Engineer.  The Responsible Engineer shall use their best judgement to determine if additional approvals are necessary and is responsible for coordinating all activities required by the TDN.
Requires Validation.  A deviation that will require a PQTP, e.g., software patches, deviation from customer requirements, critical assembly and/or component changes.  If in doubt, the Responsible Engineer should consult with Product Validation Engineering.  Requires Validation deviations will require that the TDN long form be routed on an ECO to ensure that all affected departments are informed and approve of the deviation.
Once the required information is entered in the register, click the Create TDN button (see Figure 2).
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This will transfer the information entered in the register to the appropriate TDN form (long or short), assign it the next sequential TDN number, save the form, and create a hyperlink from the TDN number on the register to the form itself for easy retrieval.
Any additional information necessary to clarify the TDN will need to be entered on the form manually by the Responsible Engineer.
RECORDS
(Refer to QA-RF-1006 Record Retention Data for identifying company record retention policy).
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