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[bookmark: _Toc472519858]Purpose
The purpose of this report is to describe the work that was carried out, the results obtained and the recommendations for the ACQUITY QDa Test Bays which underwent equipment qualification activities to ensure fitness for purpose at Venture, Singapore.
The validation report outlines each of the tests performed on the ACQUITY QDa Test Bays and all related outcomes. This report will draw on the conclusion that the equipment is fit for its intended purpose, or requires further testing or work carried out.
The report will also provide recommendations for maintaining the validated state of the system.
[bookmark: _Toc472519859]Scope
This report is restricted to the Equipment Qualification aspect of four of the AQUITY QDa Test Bays located in Venture, Singapore.  The test bays covered are:
Waters S4BA7494
Waters S4BK7626
Waters S4BK9317
Waters S4BA7494
Test Bays were identified by their Host PC names

The AMITS Storage System PC was also qualified:
MM7251  

Each test bay was verified using a Goldbrick QDa Instrument:
Model/Type:  MKI
Serial Number:  KAA0270
Asset No. UK05 100 2274

[bookmark: _Toc472519860]EQ Activities
Equipment Qualification was conducted by testing the equipment against the User Requirements Specifications, Design Specification or manufacturers’ operational specification.  A Qualification Test Matrix was created within the EQ plan which detailed the testing requirements during execution of the protocol.

	EQ No.
	Details
	PASS / Pass (with comment) / FAIL

	Test Bay S4BA7494

	1
	Equipment Details
	Pass

	2
	Training Requirements
	Pass

	3
	Documentation Review
	Pass

	4
	Calibration Check
	Pass

	5
	Health and Safety Testing
	Pass

	6
	Installation checks of 13amp Mains Wall Sockets
	Pass

	7
	Installation Checks of Nitrogen Supply
	Pass

	8
	Installation Checks of Rotary Pump Exhaust System
	Pass

	9
	Installation Checks of the Source Exhaust System
Comments:  Only had access to a single QDa, so unable to test system with 4 x 1200 l/hr entering the source exhaust system.
	Pass with comments

	10
	Installation Checks of the Test Bay Computer Hardware
	Pass

	11
	Installation Checks of the Test Bay Computer Software
	Pass

	12
	Installation Checks of the Goldbrick Acquity QDa
	Pass

	13
	Operational Checks of 515 Pump
	Pass with Deviation (no.1)

	14
	Operational Checks of Test Bay Software and Network
	Pass

	15
	Operational Checks of the Sample Divert Valve
	Pass with Deviation (no.2)

	16
	Operational Checks of the Test Bay System, including the Goldbrick Acquity QDa
	Pass with deviation (no.2)

	17
	Shutdown of Test System
	Pass with Deviation
(no.2 and 3)

	Test Bay S4BK7626

	1
	Equipment Details
	Pass

	2
	Training Requirements
	Pass

	3
	Documentation Review
	Pass

	4
	Equipment Calibration
	Pass

	5
	Health and Safety Testing
	Pass

	6
	Installation Checks of 13Amp mains wall sockets
	Pass

	7
	Installation check of Nitrogen Supply
	Pass

	8
	Installation Checks of Rotary Pump Exhaust System
	Pass

	9
	Installation Checks of the Source Exhaust System
Comments:  Only had access to a single QDa so unable to test system with 4 x 1200l/hr entering the source exhaust system.
	Pass with comments

	10
	Installation Checks of the Test Bay Computer Hardware
	Pass

	11
	Installation Checks of the Test Bay Computer Software
	Pass

	12
	Installation Checks of the Gold Brick Acquity QDa
	Pass

	13
	Operational Checks of 515 Pump
	Pass with deviation
(No.1)

	14
	Operational Checks of Test By Software and Network
	Pass

	15
	Operational Checks of the Divert Valve
	Pass with deviation (No.2)

	16
	Operational Checks of the Test Bay System including the Gold Brick Acquity QDa
	Pass with deviation (No.2)

	17
	Shutdown of Test System
	Pass with deviation (No.2 and No.3)


	Test Bay S4BK9317

	1
	Equipment Details
	Pass

	2
	Training Requirements
	Pass

	3
	Documentation Review
	Pass

	4
	Equipment Calibration
	Pass

	5
	Health and Safety Testing
	Pass

	6
	Installation Checks of 13Amp mains wall sockets
	Pass

	7
	Installation check of Nitrogen Supply
	Pass

	8
	Installation Checks of Rotary Pump Exhaust System
	Pass

	9
	Installation Checks of the Source Exhaust System
Comment:  Only had access to a single QDa so unable to test system with 4 x 1200l/hr entering the source exhaust system.
	Pass with Comment

	10
	Installation Checks of the Test Bay Computer Hardware
	Pass

	11
	Installation Checks of the Test Bay Computer Software
	Pass

	12
	Installation Checks of the Gold Brick Acquity QDa
	Pass

	13
	Operational Checks of 515 Pump
	Pass with Deviation (No.1)

	14
	Operational Checks of Test By Software and Network
	Pass

	15
	Operational Checks of the Divert Valve
	Pass with Deviation (No.2)

	16
	Operational Checks of the Test Bay System including the Gold Brick Acquity QDa
	Pass with Deviation (No.2)

	17
	Shutdown of Test System
	Pass with Deviation (No.2 and No.3)

	Test Bay S4BK7529

	1
	Equipment Details
	Pass

	2
	Training Requirements
	Pass

	3
	Documentation Review
	Pass

	4
	Equipment Calibration
	Pass

	5
	Health and Safety Testing
	Pass

	6
	Installation Checks of 13Amp mains wall sockets
	Pass

	7
	Installation check of Nitrogen Supply
	Pass

	8
	Installation Checks of Rotary Pump Exhaust System
	Pass

	9
	Installation Checks of the Source Exhaust System
Comment:  Only had access to a single QDa so unable to test system with 4 x 1200l/hr entering the source exhaust system.
	Pass with Comment

	10
	Installation Checks of the Test Bay Computer Hardware
	Pass

	11
	Installation Checks of the Test Bay Computer Software
	Pass

	12
	Installation Checks of the Gold Brick Acquity QDa
	Pass

	13
	Operational Checks of 515 Pump
	Pass with Deviation (No.1)

	14
	Operational Checks of Test By Software and Network
	Pass

	15
	Operational Checks of the Divert Valve
	Pass with Deviation (No.2)

	16
	Operational Checks of the Test Bay System including the Gold Brick Acquity QDa
	Pass with Deviation (No.2)

	17
	Shutdown of Test System
	Pass with Deviation (No.2 and No.3)

	MM7521 – AMITS Storage System

	1
	Equipment Details
	Pass

	2
	Training Requirements 
	Pass

	3
	Documentation Review
	N/A

	4
	Equipment Calibration
	N/A

	5
	Utility Installation
	N/A

	6
	Health and Safety Testing
	N/A

	7
	Computer Hardware
	Pass

	8
	Computer Software
	Pass

	9
	Operational Checks of Test Bay Software and Network
Comment:  Delay in obtaining results due to Host PC account not allowing AMITS to reset DHCP service.  Fault in GES-Venture account has been fixed.
	Pass with comment


[bookmark: _Toc472519861]Discussion of Results
During the execution of the equipment protocols for the 4 test bays a number of deviations and ‘pass with comments’ were raised.  All the deviations were closed and there are no further actions required.  The details of the deviations can be found in section 5 of this report.
[bookmark: _Toc472519862]

Deviations
The following deviations were raised during execution of the EQ protocol and include information and resolution:

	Deviation No.
	Details
	Open/Closed

	1
	Deviation Details:  515 pump failed 5ml/min flow test.  It did pass 0.5ml/min and 1.0ml flow tests.
Corrective Actions:  None.  The flow rate used by the system test is 0.35ml/min
Outcome:   No change required.  The failure will not affect the system.
	Closed

	2
	Deviation Details:  Default position of divert vale was “2” not “1”.  This meant there were a lot of errors in the documentation and the divert valve had to be plumbed differently to perform as expected.
Corrective Actions:  Peek tube between 515 pump and Divert valve = port 1
Peek tube between Divert valve and sample Duran = port 2
Peek tube between Divert valve and QDa = port 6
Outcome:  By performing the above change the divert valve performed correctly.
	Closed

	3
	Deviation Details:  GES-Venture account created for the host PC system did not have the correct rights to allow AMITS to function fully.  The failure was caused by the User Account Control notification setting.  When changed to ‘Never Notify’ the software worked correctly.  The AMITS software before this point used accounts with full administrative rights, which allowed users to see the Waters network.
Corrective Actions:  UAC reset to ‘Never Notify’.
Outcome:  AMITS functioned correctly.
	Closed



[bookmark: _Toc472519863]Maintaining The Validated State
In order to maintain the validated state, test bays  S4BA7494, S4BK7626, S4BK9317, S4BK7529 and AMITS Storage System MM7521 will undergo an annual planned maintenance following the procedure on doc no. 48550 with all details recorded on the planned maintenance test record document no. 48552.
[bookmark: _Toc472519864]Conclusion
In conclusion the equipment as detailed in section 2 for GES Venture, Singapore is fit for its intentional use.
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