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	Validation Assessment Form

	Protocol No: TE83064-02AUG2017-VAF
	SAP No: TE0083064QX



[bookmark: _Ref333572050][bookmark: _Toc333572331][bookmark: _Toc337537902][bookmark: _Ref333572077][bookmark: _Toc333572332][bookmark: _Toc337537903]The purpose of the Validation Assessment Form (VAF) is to document the assessment of an engineering change to the CPSM Final Test System, TE83064 test software. This document shall also define the deliverable(s) required to maintain the equipment software validation, based on the engineering change. Validation of the test software shall ensure that it functions within its specifications. 
Background
The Acquity CPSM Final Test System (TE83064) verifies that CPSM final instruments are assembled properly and function to manufacturing test specifications.  In final test, the UUT is connected to an Acquity System stack that includes a Binary Solvent Manager (BSM), Tuneable Ultraviolet Detector (TUV), Column Manager (CM) and Column. The UUT and Acquity stack are connected to a test computer and custom interface test box. The test is automated using custom NI LabVIEW test software.  The Acquity stack along with installed software programs and custom test software comprise the Acquity CPSM Final Test System (TE83064).  
Description of Change 
This is a change to the test software only. The changes are as follows:
· Added part number 186017011 and model code BFT for ARC-BIO FTN test support.
· [bookmark: _GoBack]A bug was fixed in the way a failed single sided numerical limit test is recorded in SigmaSure. If a single sided numerical test failed, a failure record is sent to SigmaSure; however, it was being sent as a double sided numerical test with the default value for the LSL as “0”. This bug did not affect the pass/fail result of the test or the variable measurement stored in Sigmasure. The only affect of this bug were SPC details in SigmaSure around single sided limit tests, as two numerical limit test types were being stored.  
· Fixed bugs in code module Condition Seals. This code executes prior to the Dynamic Leak Test to pressurize the UUT and condition the seals in order to get a more reliable leak rate from the Dynamic Leak Test. The bugs found caused unreliable operation of the BSM and CM, which results in false failures and added the potential to contaminate columns.
Risk assessment 
 	High Risk Assessment
Please check the appropriate boxes below to determine the high risk assessed qualification or requalification requirements: 
	Specification
	No
	Yes

	Is the change a test specification value being modified and/or added? 	
	[bookmark: Check1]|X|
	|_|



	Software/Firmware
	No
	Yes

	If the change affects software, does the change affect the way the system controls, and/or measures a test specification and/or PSC result? 	
	|X|
	|_|

	If the change is due to firmware, is the test system used to download firmware? 	
	|X|
	|_|



	Hardware (Mechanical, Electrical, Pneumatic, Hydraulic, etc.)
	No
	Yes

	If the change is mechanical, electrical, pneumatic, and/or hydraulic in nature, does the change alter the way the system controls, and/or measures a test specification and/or PSC result? 	
	|X|
	|_|



	Equipment/Process Moves
	No
	Yes

	If the change is a move of the equipment, test method or process, will it be relocating to a different facility?
	|X|
	|_|


  	Medium Risk Assessment
Please check the appropriate boxes below to determine the medium risk assessed qualification or requalification requirements: 
	Duplicate System or Process
	No
	Yes

	Is the change a duplicate system, test method, or process?
	|X|
	|_|



	Replacement of Non-Identical
	No
	Yes

	Is the change due to a replacement of a system component with a non-identical equivalent?
	|X|
	|_|



	Computer Related or Replacement of Custom PCBs
	No
	Yes

	Is the change an update to the PC operating system?
	|X|
	|_|

	Is the change a computer or printed circuit board replacement?
	|X|
	|_|



	Software/Firmware
	No
	Yes

	Is the change a minor software bug fix or a minor improvement (i.e. a part number add)?
	|_|
	|X|

	If the change is due to firmware, is it an instrument firmware update?
	|X|
	|_|



	Equipment/Process Moves
	No
	Yes

	If the change is a move of the equipment, test method or process, will it be relocated within the Milford site?
	|X|
	|_|


  	An answer of Yes to any of the questions in Section 4.1 above results in a high risk and the associated qualification or requalification requirements, as defined in 730001835, Process Validation Procedure for Milford Site. 
  	An answer of Yes to any of the questions in Section 4.2 above results in a medium risk and the associated qualification or requalification requirements, as defined in 730001835, Process Validation Procedure for Milford Site.
Hazard Assessment:
There are no changes being made that would introduce a hazard to the environment, operator, assembler, service technician or end user.


verification, Qualification and/or validation:
	Complete the tables below based on the qualification or requalification recommendations:
	Equipment Design Verification (EDV)
	No
	Yes

	Based on the Risk Assessment, does an EDV Protocol need to be created or revised due to this change?
	|X|
	|_|

	Based on the Risk Assessment, does an EDV Protocol need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|X|
	|_|

	Comments/Justification
The change to code module Condition Seals has been extensively tested by the system owner. This code module cannot cause the Dynamic Leak Test to pass, as it is not a part of the functional test and is only executed to prepare the UUT for leak testing. The requirement of this code module is that it will complete without unforeseen errors/alarms that can cause a false failure of the UUT. The condition seals code module output is not an input to any other code module, including Dynamic Leak Test, therefore it will not affect any functional test. The SigmaSure reporting change only affects SPC details and does not require the execution of an EDV. This can be verified during an IQ, without performing fault insertion testing required in an EDV. 



	Installation Qualification (IQ)
	No
	Yes

	Based on the Risk Assessment, does an IQ Protocol need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|_|
	|X|

	Comments/Justification
Perform script IQ-04 in 730004135 to verify and document the new Test Software Version. Only the test software needs to be verified. All instrument firmware has been verified in previous qualification executions and is not changing.

Perform script IQ-06 in 730004135 and run a full test on the new ARC-BIO FTN for test stations TE83064-3 and TE83064-4 in NPI. This will verify the test software handles the new part number and tests the ARC-BIO FTN accordingly. For all other test stations, run any model of FTN (186015046IVD, 186015017, 186015046, 186015040, 186017001, 186017007, or 186017011) as any FTN will exercise the Condition Seals code module. 




	Test Method Validation (TMV)
	No
	Yes

	Based on the Risk Assessment, does a TMV need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|X|
	|_|

	Comments/Justification
There are no changes being made to any test steps or test specifications. 
 













	Operational Qualification (OQ)
	No
	Yes

	Based on the Risk Assessment, does an OQ Protocol need to be created or revised due to this change?
	|X|
	|_|

	Based on the Risk Assessment, does an OQ need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|X|
	|_|

	Comments/Justification
No OQ required. All manufactured instruments are 100% tested and verified.



	Performance Qualification (PQ)
	No
	Yes

	Based on the Risk Assessment, does a PQ Protocol need to be created or revised due to this change?
	|X|
	|_|

	Based on the Risk Assessment, does a PQ need to be executed due to this change? (Justify partial execution in the Comments/Justification section below.)
	|X|
	|_|

	Comments/Justification
No PQ required. All manufactured instruments are 100% tested and verified.


 	Electromagnetic Interference (EMI) Assessment: 
This change only affects test equipment; therefore, there is no impact to product EMI.
IMPLEMENTATION ASSESSMENT:
· An ECR will be required to update the Test Software version in test procedure 735002984 and 735002251.
· While executing the required IQ scripts the test station will be unavailable for production.
· An ARC-BIO FTN is required to execute the test sequence. However an ARC FTN will suffice since all test methods and specifications are the same.
· No additional training will be required. 
APPROVALS 
	Responsibility
	Name (Print)
	Title
	Signature
	Date
(DD-MMM-YYYY)

	Author (Originator)
	Tyler Modelski
	Test Validation Engineer II
	
	

	Reviewer
(System Owner)
	Richard Davis
	Principal Test Engineer 
	
	

	Approver
(Site Quality or Delegate)
	Andre Kopoyan
	Senior Operations Quality Engineer
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