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Test Equipment Number:
TE83057-1
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Milford Production







1. Purpose

The purpose of the Legacy Equipment Qualification (LEQ) protocol is to define a method to qualify test equipment developed prior to the release of procedure 730001835. This excludes test equipment for In Vitro Diagnostics (IVD) products. Once completed, this executed LEQ protocol will serve as objective evidence that critical requirements of the test equipment adhere to Test Engineering’s requirements and recommendations. 
2. Background 
This qualification is a series of inspections and tests to ensure that critical requirements necessary for product quality are satisfied, and that documents and procedures necessary to properly operate and maintain the system are in place. Critical requirements are defined in the Test Specification and Procedure (TSP).
3. Acceptance Criteria
The LEQ will be considered successful when all appropriate sections have been completed. This includes but not limited to:

· Reviews and approvals
· Test scripts and summary report

· Objective evidence 

Objective evidence (such as documents, printouts, training records, screenshots, photos, test reports, etc) will be dated, referenced to the test script # and attached to this document. Please do not leave any fields blank. If not applicable please fill in N/A.

3.1. Failure to Meet Acceptance Criteria

The pass / fail decision will be based on the number and severity of defects found during the qualification. In the event that there is failure to meet any of the acceptance criteria, the protocol signatories must decide to:

Accept (with justification) or reject the qualification. In the case of a rejected qualification, Test Engineering will assess and record the risk, then make the necessary changes and re-qualify the test equipment. All comments will be captured or referenced in section 5.
4. Identify the lEQ Performers
	Responsibility
	Name (Print)
	Title
	Signature
	Initial & Date

	Performer
	Eric Turner
	Principal Test Engineer
	
	


5. LEQ Summary REPort  
5.1. Test Equipment No.:    TE83057-1    




Test Equipment Name:  Detector Download-Config System
	Test Script No.
	LEQ Test Name 
	Pass/Fail 

	LEQ-01
	Associated Documentation and Software Verification
	

	LEQ-02
	Equipment  Calibration and Preventative Maintenance Verification
	

	LEQ-03
	Test Verification
	

	LEQ-04
	Fault Insertion Test
	

	Comments:


	Responsibility
	Name (Print)
	Title
	Signature
	Date 

	Reviewer

(Test Engineering)
	Jaaffar Ismail
	Manager, Test Engineering
	
	

	Approver 

(Quality)
	
	
	
	


Note: If not applicable please fill in N/A.

6. LEQ Protocol Scripts
	LEQ Test Name: Associated Documentation and Software Verification
	Test Script No.: LEQ-01

	Test Equipment No.:  TE83057-1                                                  

	Test Equipment Name: Detector Download-Config System

	Purpose:

To verify that supporting documentation and software is available and released. 

Test execution:
· Complete the table below. If documents are unavailable state why in the comments section. 


	Type
	Title; Doc. No.; Rev. or Ver. No.
	Approved

(Yes \ No \ N/A)
	Initial & Date

	Test Specification and Procedure (TSP)
	735003015, Rev E
	Pending this LEQ
	

	Calibration/Preventative Maintenance Procedure
	735003102, Rev A
	In ECR Loop
	

	Test Equipment Functional Requirement Document
	N/A
	N/A
	

	Verify the Test Equipment Software version is listed in the TSP and displayed on the Test Equipment. 
	Yes
	

	Ensure documentation and software listed above is captured in SAP or on the Finserv2 drive.


	Yes
	

	Comments:  Functional Requirements based on specifications in TSP


	Overall Test Conclusion:
( Pass


( Fail



Note: If not applicable please fill in N/A.
	LEQ Test Name: Equipment  Calibration and Preventative Maintenance (PM) Verification
	Test Script No.: LEQ-02

	Test Equipment No.:  TE83057-1      

	Test Equipment Name: Detector Download-Config System

	Purpose:
To list all critical items associated with test equipment and to verify that they have been PM’d and/or calibrated.

Test execution:
· Verify that all critical instruments are calibrated and/or PM’d. This is verified by obtaining a PM/calibration due date from the calibration/PM sticker. 

· Verify the calibration/PM records are available and completed accurately per the Calibration/Preventative Maintenance Procedure.

	Description 
	Waters P/N or Asset No 
	Serial Number
	Last Calibration Date
	Calibration due date
	Initial & Date

	Detector Download-Config System
	TE83057-1
	TE83057-1
	
	Aug 13, 2015
	

	Audit Question(s)?
	Cal/PM Procedure No.
	Approved

(Yes \ No \ N/A)
	Initial & Date

	Are calibration/PM records available and completed accurately per the Calibration/Preventative Maintenance Procedure?
	735003102
	In process
	

	Comments:  PM to be done on computer as there are no instruments or calibratable devices on this system.


	Overall Test Conclusion:
( Pass


( Fail



Note: If not applicable please fill in N/A.

	LEQ Test Name: Test Verification 
	Test Script No.: LEQ-03

	Test Equipment No.:   TE83057-1

	Test Equipment Name: Detector Download-Config System

	Purpose:

To verify that testing the specified Units Under Test (UUT) and achieving a PASSED result for all UUTs will demonstrate that the test system meets all requirements for functionality and safety. (Previously executed records may be submitted as objective evidence)
Test execution:
· Each operator will test a different UUT and will perform to the Test Specification and Procedure. Operators are to record their name, UUT serial number, test result, and initial & date below. 

· Attach the UUT final test record to this report. (Previously executed records may be submitted as objective evidence)

· Verify operator’s training record(s) are available.

	Operators
	UUT Serial Number
	Pass / Fail
	Initial & Date

	Ian Inthirathvongsy
	A15URI393M
	Pass
	

	Ian Inthirathvongsy
	M14URI391M
	Pass
	

	Ian Inthirathvongsy
	M14URI389M
	Pass
	

	Eric Turner
	A15P14999M
	Pass
	

	Comments:  Only one operator uses this test system.  Signed Test Records are in each instrument’s DHR.  One additional test record is provided to show the Altus A-30 detector part number and instrument name are in the test record when it is the type tested.  


	Overall Test Conclusion:
( Pass


( Fail



Note: If not applicable please fill in N/A.
	LEQ Test Name: Fault Insertion Test
	Test Script No.: LEQ-04

	Test Equipment No.: TE83057-1  

	Test Equipment Name: Detector Download-Config System

	 UUT Part Number:    186015070                                   UUT Serial Number: D13URI015R, M14URI385M, K14URI346M

	Purpose:

To verify that the test equipment will fail UUTs that are not achieving requirements for functionality and safety.  The requirements for this script may be met with previously completed qualification record such as the “Test Equipment Functional Requirement” document.  

Test execution:
· Attach the UUT(s) final test record to this report. (Previously executed records that demonstrate the equipment screening failures may be submitted as objective evidence to satisfy the requirements of this test script.)


	Critical requirement
	Description of Fault 
	Actual Result
	Fault Screened?

(Yes/No)
	Initial & Date

	Leak Detector Functions
	Leak detector not connected
(M14URI385M)
	FAIL
	Yes
	

	Firmware downloaded properly
	Wrong build (44) (D13URI015R)
	FAIL
	Yes
	

	Serial Number programmed
	Serial Number not programmed
(K14URI346M)
	FAIL
	Yes
	

	Comments:  


	Overall Test Conclusion:
( Pass


( Fail



Note: If not applicable please fill in N/A.
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