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Purpose
The Acquity CMA Test System (TE83026-1) is located in the Venture Contractor Manufacture Site in Singapore.  The station is designed to perform the final test of the Acquity Active Column Manager, P/N: 186015043.  In the final test, the UUT is connected to the test station and various functional tests are performed as described in CM-A Test Procedure 735002229, Ver. 09.  This test includes the downloading of instrument firmware.  This tester has an automated test sequence and a Final Test Record is generated upon completion.  The record is saved to the Sigma Data Archive and a paper copy is printed for the operator to collect.
This Installation Qualification is being performed as required by Project CYAN.  This change impacts only the firmware file being loaded to the UUT.
[bookmark: _Toc442432503]Scope of Report
This Installation Qualification Report details the requalification activities undertaken for the Acquity CMA Test System (TE83026-1) based on the requirements of the Installation Qualification Procedure, 730004135 Ver. 00 and TE83026-13JUL2017-VAF.
This Installation Qualification Report defines the documents used to qualify the Acquity CMA Test System (TE83026-1).
[bookmark: _Toc442432509]Summary of Results - Statement of Fitness for Intended Use
The Acquity CMA Test System was tested in accordance with the Installation Qualification Procedure, 730004135 Ver. 00.  All Test Scripts were performed and all objective evidence requirements have been met.  This tester was classified as Fit for Use before the execution of this report.
Waters now has the necessary documentation in place to ensure that the Acquity CMA Test System complies with Waters’ requirements, the latest relevant quality system regulations, and cGMP practices.
Following the approval of this Qualification Report, the Acquity CMA Test System (TE83026-1) can be considered fully qualified and fit for intended use.
Glossary
The following definitions are used in this document:
	Term
	Explanation

	cGMP
	Current Good Manufacturing Practice

	IQ
	Installation Qualification

	IQR
	Installation Qualification Report

	TSP
	Test Specification and Procedure

	CAL/PM
	Calibration/Preventive Maintenance

	UUT
	Unit Under Test

	P/N
	Part Number

	N/A
	Not Applicable

	CMA
	Column Manager Active Preheating

	ECR
	Engineering Change Request

	TEQ
	Test Equipment Qualification

	TEQR 
	Test Equipment Qualification Report

	VAF
	Validation Assessment Form


[bookmark: _Toc442432507]Training
The operator of the Acquity CMA Test System (TE83026-1) was trained according to the CM-A Test Procedure, 735002229, Ver. 09.  The executor of this requalification was trained according to the Installation Qualification Procedure, 7350004135, Ver. 00. Both training records are provided as Attachments 7.1 and 7.2, respectively.
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Test Script IQ-01: Associated Documentation Verification was not required to be performed as part of this test equipment qualification according to TE83026-13JUL2017-VAF.
This system is classified as fit for use.
Test Script IQ-02: Site Verification was not required to be performed as part of this test equipment qualification according to TE83026-13JUL2017-VAF.
This system is classified as fit for use.
Test Script IQ-03: Instrumentation Calibration Verification was not required to be performed according to TE83026-13JUL2017-VAF.
This system is classified as fit for use.
Test Script IQ-04: Software and Instrument Firmware Version was performed according to Installation Qualification Procedure 730004135, Ver. 00.  The completed Test Script Data Sheet is provided as Attachment 7.3.
The Test Equipment Software version listed in CM-A Test Procedure 735002229, Ver. 09 is Test Software Revision 1.3 and was verified to match the version listed in the program display.  A screen capture of the program display is provided as Attachment 7.4.
The firmware version listed in ECR # 9215285 is version 1.69.154 and was verified to match the version listed on the Final Test Record generated during a functional test.  The Final Test Record is provided as Attachment 7.5.
Test Script IQ-05: General Safety and Alarms was not required to be performed as part of this test equipment qualification according to TE83026-13JUL2017-VAF.
This system is classified as fit for use.
Test Script IQ-06: Functional Verification was not required to be performed as part of this test equipment qualification according to TE83026-13JUL2017-VAF.
This system is classified as fit for use.
This table provides a summary of each test script as performed according to 7300004135 Ver. 00 along with the attachment location of all objective evidence.  The table also indicates any deviation taken from the scripts during qualification.

	Script or Section
	Pass/Fail
	Objective Evidence
	Deviations

	IQ-04
	Pass
	Attachments 7.3, 7.4, and 7.5
	None
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Completed Operator Training Record 735002229, Ver. 09
Completed Executor Training Record 730004135 Ver. 00
Completed Test Script IQ-04: Software and Instrument Firmware
Objective Evidence IQ-04: Screen Capture of the Test Program Display
Objective Evidence IQ-04: Instrument Final Test Record for P/N: 186015043 (H17CMP953G)
Deviation from Test Equipment Qualification
There were no deviations generated during the execution of the Installation Qualification Procedure TE730004135 Ver. 00.
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