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Purpose
The 269X Alliance Heater Cooler Test System (TE84018-1) is located at the WPPL Contract Manufacturer Site Flextronics, Singapore.  The 269X Alliance Heater Cooler Test System (TE84018-1) is used to perform sub-assembly testing of the part number 289000560. 
[bookmark: _Toc442432503]Scope of Report
This Installation Report details the details the qualification activities undertaken for the 269X Alliance Heater Cooler Test System (TE84018-1) based on the requirements of the executed Installation Qualification Procedure, 730004135 Version 02.
This Installation Qualification Report defines the documents used to qualify the 269X Alliance Heater Cooler Test System (TE84018-1).
[bookmark: _Toc442432509]Summary of Results - Statement of Fitness for Intended Use 
The 269X Alliance Heater Cooler Test System (TE84018-1) was tested in accordance with the Installation Qualification Procedure 730004135, Ver. 02.  All required Test Scripts were performed, and all objective evidence requirements have been met.
Waters now has the necessary documentation in place to ensure that the 269X Alliance Heater Cooler Test System (TE84018-1) complies with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.
Following the approval of this Qualification Report, the 269X Alliance Heater Cooler Test System (TE84018-1) can be considered fully qualified and fit for intended use.
Glossary
The following definitions are used in this document:
	Term
	Explanation

	%
	Percent

	#
	Number

	ºC
	Degrees Celsius

	BOM
	Bill of Materials

	Cal
	Calibration

	Cal/PM
	Calibration/ Preventive Maintenance

	CTQ
	Critical to Quality

	Doc.
	Document

	EH&S
	Environmental Health and Safety

	EQID
	Equipment Identification

	GDP
	Good Documentation Practices

	Hz
	Hertz 

	ID
	Identification

	IQ
	Installation Qualification

	IQR
	Installation Qualification Report

	LED
	Light Emitting Diode

	N/A
	Not Applicable

	PM
	Preventive Maintenance

	SAP
	Enterprise Resource Planning (ERP) software

	TSP
	Test and Specification Procedure

	UUT
	Unit Under Test

	VAC
	Voltage Alternating Current

	VAF
	Validation Assessment Form

	cGMP
	Current Good Manufacturing Practice

	TMV
	Test Method Validation

	USL
	Upper Specification Limit

	LSL
	Lower Specification Limit

	WPPL
	Waters Pacific Private Limited
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Training
The operator of the 269X Alliance Heater Cooler Test System (TE84018-1) was trained according to the Alliance Heater Cooler Test Procedure 735004582, Rev. A, Ver. 00.  The executor of this qualification was trained according to the Installation Qualification Procedure 730004135, Ver. 02.  Operator and executor training records are provided as Attachment 7.1 and 7.2, respectively. 
[bookmark: _Toc442432506]Qualification Results
[bookmark: _Hlk3972967]6.1	Test Script IQ-01: Associated Documentation Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.3.
6.1.1 	The Alliance Heater Cooler Test Procedure 735004582, Rev. A, Ver. 00 and The Alliance Heater Cooler Cal/PM Procedure 735004597, Rev. A, Ver. 00 were confirmed to be in SAP with a status of Ready.  Refer to Attachment 7.4.
6.2	Test Script IQ-02: Site Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.5.
6.2.1	The ambient temperature and humidity were measured using HOBO Hygrogen Data Logger U14-001, EQID 1494 and were determined to be within specification as defined by the performance specification (WAT270801) of the UUT (refer to SAP).  The measurement record and the calibration record of the HOBO Data Logger is provided as Attachment 7.6.
6.2.2	The space and test bench of the 269X Alliance Heater Cooler Test System (TE84018-1) were confirmed to have adequate space for testing and service.  The bench was confirmed to be large and strong enough to support all test equipment.  The pictures of the work space and test station bench are provided as Attachment 7.7.
6.2.3	The electrical supply was measured using a Fluke 110 Multimeter, EQID-0245, and was determined to be within specification as defined by the AC power requirements listed in the drawing for the power supply WAT270471 (refer to SAP).  The measurement record and the calibration record of Fluke 110 Multimeter, EQID-0245 is provided as Attachment 7.8.
6.2.4	The Test Station was confirmed to have minimum of 4 dedicated electrical outlets and 1 dedicated network required. The pictures of electrical outlets and network connection are provided as Attachment 7.8.
6.3	Test Script IQ-03: Instrumentation Calibration Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.9.
	6.3.1	Each component of the 269X Alliance Heater Cooler Test System (TE84018-1) was confirmed to be the Preventive Maintenance Database with a twelve (12) month maintenance cycle.  Screen captured from the database is provided as Attachment 7.10.
6.3.2	Note that since this is a newly installed test system, calibration or preventive maintenance has not yet been performed. The calibration/Preventive Maintenance dates listed in the Database reflects date of production.
6.4	Test Script IQ-04: Software and Instrument Firmware Version verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.11.
6.4.1	The Test Equipment Software version listed in Alliance Heater Cooler Test Procedure 735004582, Rev. A, Ver. 00 is Test Software 0.0 and was verified to match the version listed on the test equipment program display.  A screen capture of the program display is provided as Attachment 7.12.  
6.5	Test Script IQ-05: General Safety and Alarms was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.13.
6.5.1	It was confirmed that there were no mechanical safety pinch points or sharp edges.	
6.6	Test Script IQ-06: Functional Verification was performed according to Installation Qualification Procedure 730004135, Ver. 02.  The completed Test Script Data Sheet is provided as Attachment 7.14.
6.5.1	One (1) UUT (P/N: 289000560, S/N: 08K0G045) was tested using the 269X Alliance Heater Cooler Test System (TE84018-1) with all tests passing.  A screen capture of passing test record is provided as Attachment 7.15.	
6.7	This table provides a summary of each test script as performed according to 730004135, Ver. 02 along with the attachment location of all objective evidence.  The table also indicates any deviation taken from the scripts during qualification.
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	Pass/Fail
	Objective Evidence
	Deviations

	IQ-01
	Pass
	Attachments 7.3 and 7.4
	None

	IQ-02
	Pass
	Attachments 7.5, 7.6, 7.7 and 7.8
	None

	IQ-03
	Pass
	Attachments 7.9 and 7.10
	None

	IQ-04
	Pass
	Attachments 7.11and 7.12
	None

	IQ-05
	Pass
	Attachments 7.13
	None

	IQ-06
	Pass
	Attachments 7.14 and 7.15
	None


 
Attachments

7.1	Completed Operator Training Record TSP 735004582, Rev. A, Ver. 00.  
7.2	Completed Executor Training Record 730004135, Ver. 02
7.3	Completed Test Script IQ-01: Associated Document Verification
7.4	Objective Evidence IQ-01: Screen Capture of Document Verification in SAP
7.5	Completed Test Script IQ-02: Site Verification
7.6	Objective Evidence IQ-02: The measurement record and the calibration record of the HOBO Data Logger
7.7	Objective Evidence IQ-02: The pictures of the work space and test station bench
7.8	Objective Evidence IQ-02: The measurement record and the calibration record of Fluke 110 Multimeter
7.9	Completed Test Script IQ-03: Instrument Calibration Verification
7.10	Objective Evidence IQ-03: Screen capture of Preventive Maintenance database
7.11 	Completed Test Script IQ-04: Software and Instrument Firmware Version verification
7.12	Objective Evidence IQ-04: Screen capture of the test program
7.13	Completed Test Script IQ-05: General Safety and Alarms
7.14	Completed Test Script IQ-06: Functional Verification
[bookmark: _GoBack]7.15	Objective Evidence IQ-06: Screen capture of Passing Test Record for UUT Part #289000560 (S/N: 08K0G045)
Deviation from Test Method Validation

There were no deviations generated during the execution of the Installation Qualification Procedure 730004135, Ver. 02.
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