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	Test Equipment Qualification Assessment

	Protocol No: TE00XXXXX-01JAN16-TEQA
	SAP No: TE008XXXXQA \ ECR No: XXXXXXX



[bookmark: _Ref333572034][bookmark: _Toc333572330][bookmark: _Toc337537901][bookmark: _GoBack]Note to Author: Suggestions and examples for completing this template are provided in red text. Please remove all red text before submitting the document for review. Please attach the approved document to the ECR.
Purpose
[bookmark: _Ref333572050][bookmark: _Toc333572331][bookmark: _Toc337537902][bookmark: _Ref333572077][bookmark: _Toc333572332][bookmark: _Toc337537903]The purpose of the Test Equipment Qualification Assessment (TEQA) is to document the assessment of an engineering change to released Test equipment name (TE00XXXXX). This document will also define the deliverable(s) required to maintain the Test Equipment qualification, which will be based on the engineering change. Qualification of the test equipment will ensure that it functions within its specifications to verify product performance. The TEQA must be approved prior to the release of qualification documentation. 
Background
Describe briefly the test equipment, how it works, where it’s used and what it tests. Describe briefly some of the major functional components. Provide a brief description of the tests that are impacted by the change. Describe the test report and where it resides. If the functional description becomes too complex, refer to sections of design documentation for more information.  
Description of Change 
Briefly describe the change to the test equipment. Please list the associated part numbers (the UUT) this equipment tests.
[bookmark: Check1]Is the equipment used for the testing of IVD final instruments?		|_| Yes        |_| No
Please check the appropriate box(es) below that will be revised as a result of this change: 
If “Other” is checked, please fill in the blank of the item being revised.
|_| Hardware	 
		|_| Waters Instruments	 	|_| Mechanical Component(s)	|_| Computer				|_| Electrical Component(s)	|_| Fluidic Components	|_| PCBA  				|_| Pneumatic Component(s)	|_| Other	                       				
|_| Software
	|_| Computer 
|_|  Setting			|_| Operating System		|_|  Image		|_| Antivirus software		|_|  Hardware Driver(s)		
|_|  Other	                       	
|_|  Test equipment Software 
|_| Specification		|_| Data Collection 		|_|  Firmware			|_| Method (Empower)		|_| Source Code		
|_|  Other	                       	
|_| Other	                       								








qualification assessment 
Note to Author:  It is recommended to solicit the opinions of all impacted departments e.g. Production, Manufacturing Engineering, R&D, Quality etc. Describe the impact of the change as it relates to the risk of the product quality.The following points should be considered:
Test Equipment No.: TE00XXXXX	Test Equipment Name: Test equipment name
Hazard Assessment:
· Are any hazards potentially introduced to the environment, operator, assembler, service technician or end user?
Validation:
Considerations for validation:
· Is the test equipment included in the Validation Master Plan (730002232)? If no, does it need to be added? 
· Does this change impact the installation of the test equipment? 
· Does the change impact the performance, functionality or intended use of the test equipment? 
Complete the table below:

	Questions
	Yes/No

	Does a TEQ need to be created / revised based on the proposed change?
	

	Does a TEQ need to be executed based on the proposed change?
	

	Does a TEV need to be created / revised based on the proposed change?
	

	Does a TEV need to be executed based on the proposed change?
	

	Does a previously executed qualification document need to be revised based on the proposed change?
(Examples of previous executed qualification document: Installation Qualification (IQ), Operational Qualification (OQ), Performance Qualification (PQ), Legacy Equipment Qualification (LEQ), Software validation and Test Equipment Functional Requirements )
	

	Does a previously executed qualification document need to be executed based on the proposed change?
	

	Comments/Justification:
Note to Author: All line item(s) which are completed as “No” require justification or explanation.
As applicable, briefly describe the document updates and required execution. In cases where a document only needs to be partially executed, please identify required Test Scripts in the appropriate document and provide justification for executing a partial requalification.  










Please do not leave any fields blank. If not applicable please fill in N/A.




Verification:
Verification is suitable for changes to low risk test equipment that is not part of the validation master plan. This includes but is not limited to changes to non-IVD, legacy test equipment. Please provide an explanation or justification for verification over validation. 
Approaches for verification:
· Run a sample (UUT) before and after the change is implemented and verify the result is the same.
· Verify equipment outputs to show functionality has not been impacted or functions as intended.
· Verify that the setup of the equipment is correct and allows for the intended use.
EMI Assessment: 
This change only affects test equipment; therefore, there is no impact to product EMI. 
IMPLEMENTATION ASSESSMENT:

· Is there any impact to documentation, calibration or facilities/utilities?
· Any impact on production schedules (particularly if the system requires production to be stopped)?
· What resources are required for implementation (personnel, materials, machines, etc.)?
· Will additional training be required?
APPROVALS 

	Responsibility
	Name (Print)
	Title
	Signature
	Date
(DD-MMM-YYYY)

	Reviewer
/Author
	
	Test Engineer 
	
	

	Reviewer
	
	Manufacturing Engineer
	
	

	Approver 
(Quality)
	
	Quality Engineer
	
	



Note: Once approved all items in the Assessment section designated “Yes” are action(s) to be assigned and executed. These completed items will be captured and archived by the Test Engineering. The item(s) may be executed by a trained performer (ref. 730001835). 
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