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INTRODUCTION
This Validation Master Plan (VMP) details how validation is carried out within WPPL (Waters Pacific Pte Ltd). This document also outlines how calibration and change management is used to ensure the validated state of equipment, methods and processes used by WPPL or within the WPPL supply chain.
This document has been written in accordance with document 730000837 – Waters Global Validation Policy.
All validation work for WPPL is supported by the Waters Wilmslow site, which is responsible for validation documentation generation. WPPL validation documentation will be managed according to the Waters Wilmslow Site Validation Master Plan – 47082.
[bookmark: _Toc500151060]Scope 
The scope of the WPPL VMP includes the following:
· Equipment used in the in-process and final testing of Instruments (Products)
· Equipment used in the testing of spare parts or components
· Test Methods used within the Chemical Prep lab
· Equipment/methods/processes in use at suppliers managed by WPPL
· Use of calibration management
· Use of change management

The following is not within the scope of the WPPL VMP:
· Computer system software, which is covered in 730001135 – Global Software Validation Procedure.
· [bookmark: _Toc465759602][bookmark: _Toc465759662][bookmark: _Toc465759710]Design and Development validation which is covered under the WPDP process – 7300000985.
[bookmark: _Toc500151061]Review period
At a minimum, this document shall be reviewed 12-monthly. 
The document shall be revised at each review by updating the revision number and history. The revision history shall be updated to state ‘Periodic Review Complete’ and all applicable changes detailed. 








[bookmark: _Toc500151062]Terms & definitions
	Term
	Explanation

	cGMP
	Current Good Manufacturing Practice

	CTQ
	Critical to Quality

	MS
	Mass Spectrometer

	PAE
	Product Assurance Engineering

	QA
	Quality Assurance

	QE
	Quality Engineer

	VE
	Validation Engineer

	VMP
	Validation Master Plan


RESPONSIBILITIES
	Role
	Responsibilities

	Wilmslow Quality

	Maintenance of site VMP
Approval of validation documentation
Produce plans, protocols, reports for validation activities, where required
Maintenance of validation documentation
Provide support and guidance on validation requirements 

	WPPL Quality
	Maintenance of site VMP
Notify Wilmslow Quality of:
· All new equipment
· Changes to validated or calibrated items
· Unplanned maintenance to validated or calibrated items

	Wilmslow PAE
	Produce plans, protocols, reports for validation activities, where required
Determination of classification, validation status, priority and Timelines/resources
Performing validation activities
Provide support and guidance on validation activities


	WPPL Operations
	Reviewing validation documentation
Performing validation activities
Identifying and notifying WPPL Quality of:
· All new equipment
· Changes to validated or calibrated items
· Unplanned maintenance to validated or calibrated items 


[bookmark: _Toc500151063]QUALITY RISK MANAGEMENT
[bookmark: _Toc500151064]Initial Assessment 
An assessment is performed for all new equipment entering the manufacturing process within the WPPL site or supply chain. The assessment is performed by Waters Wilmslow in line with the Wilmslow Site VMP - 47082. WPPL is responsible for notifying Waters Wilmslow of any new equipment to be installed on site or in the WPPL supply chain. 
[bookmark: _Toc496615523][bookmark: _Toc496615524][bookmark: _Toc500151065]VALIDATION STRATEGY
[bookmark: _Toc500151066]Identification of a CTQ
Waters Wilmslow is responsible for identifying critical to quality (CTQ) attributes prior to carrying out qualification or validation work, this shall be defined within the Qualification or validation plan.
[bookmark: _Toc500151067]Equipment Qualification
As defined within the Global Validation Policy - 730000837, equipment used in the manufacture, test and release of a product requires a level of assessment. The purpose of EQ is to ensure equipment is installed correctly, operates to manufacturer’s guidelines and performs against Waters’ requirements through predetermined acceptance criteria and is typically performed prior to any equipment being used to manufacture, test or release products. See Appendix 1.
[bookmark: _Toc500151068][bookmark: _Toc500151069][bookmark: _Toc500151070]Re-validation/Re-Qualification
Revalidation or requalification may be performed on the process/method/equipment under certain conditions.  Examples include but are not restricted to:
· Change(s) in process/method/equipment have occurred that could affect product quality
· Transfer/moving of the process/method/equipment
· Observed negative trends (e.g. CAPAs or NCRs) related to process/method/equipment
· Change(s) in product design which affects the process/method/equipment
· Periodic requalification requirements defined within a report
[bookmark: _Toc500151071]Change Management
Change management is required to control changes to equipment, method or process to ensure the change has not affected performance and that it remains fit for use.
The WPPL Change Management 730005503 shall be followed. 
[bookmark: _Toc500151072]Calibration
Calibration is a function to ensure equipment remains fit for use by periodic check to ensure it remains within operational tolerances. Equipment that has been assessed using the EQAF form – 7300003704 may need a level of calibration if the outcome was verification or validation.
The calibration process also includes routine planned maintenance. This is managed by WPPL-SP-15. 
For all unplanned maintenance, the WPPL Change Management 730005503   shall be followed (Section 6.4)
[bookmark: _Toc500151073][bookmark: _Toc500151074]Method Validation
As defined within the Global Validation Policy, methods that are used for testing products are deemed high risk as they are used in both in-process and final release testing. All analytical methods used to test solutions are initially developed and validated by Waters Wilmslow and transferred to WPPL. 
To ensure the method is accurate a minimum of 6 batches of solution are manufactured and tested at Waters Wilmslow and then a minimum of 3 batches are then manufactured at WPPL. .
Once methods have been suitably developed, validated and transferred, the manufacturing instruction is finalised and routine production can begin.
[bookmark: _Toc500151075][bookmark: _Toc500151076][bookmark: _Toc496615528][bookmark: _Toc496615529][bookmark: _Toc496615530][bookmark: _Toc496615531][bookmark: _Toc496615532][bookmark: _Toc496615533][bookmark: _Toc496615534][bookmark: _Toc496615535][bookmark: _Toc465759611][bookmark: _Toc465759671][bookmark: _Toc465759718][bookmark: _Toc465759616][bookmark: _Toc465759676][bookmark: _Toc465759723]The overall process is managed and maintained by Waters Wilmslow.
[bookmark: _Toc500151081][bookmark: _Toc500151082][bookmark: _Toc500151083][bookmark: _Toc500151084][bookmark: _Toc500151085][bookmark: _Toc500151086][bookmark: _Toc500151087][bookmark: _Toc500151088][bookmark: _Toc500151089][bookmark: _Toc500151090][bookmark: _Toc500151091][bookmark: _Toc465759619][bookmark: _Toc465759679][bookmark: _Toc465759726][bookmark: _Toc465759620][bookmark: _Toc465759680][bookmark: _Toc465759727][bookmark: _Toc465759621][bookmark: _Toc465759681][bookmark: _Toc465759728][bookmark: _Toc465759622][bookmark: _Toc465759682][bookmark: _Toc465759729][bookmark: _Toc465759623][bookmark: _Toc465759683][bookmark: _Toc465759730][bookmark: _Toc465759624][bookmark: _Toc465759684][bookmark: _Toc465759731][bookmark: _Toc465759625][bookmark: _Toc465759685][bookmark: _Toc465759732][bookmark: _Toc465759626][bookmark: _Toc465759686][bookmark: _Toc465759733][bookmark: _Toc465759627][bookmark: _Toc465759687][bookmark: _Toc465759734][bookmark: _Toc465759628][bookmark: _Toc465759688][bookmark: _Toc465759735][bookmark: _Toc465759629][bookmark: _Toc465759689][bookmark: _Toc465759736][bookmark: _Toc465759630][bookmark: _Toc465759690][bookmark: _Toc465759737][bookmark: _Toc465759631][bookmark: _Toc465759691][bookmark: _Toc465759738][bookmark: _Toc465759632][bookmark: _Toc465759692][bookmark: _Toc465759739][bookmark: _Toc465759633][bookmark: _Toc465759693][bookmark: _Toc465759740][bookmark: _Toc465759634][bookmark: _Toc465759694][bookmark: _Toc465759741][bookmark: _Toc465759635][bookmark: _Toc465759695][bookmark: _Toc465759742][bookmark: _Toc465759636][bookmark: _Toc465759696][bookmark: _Toc465759743][bookmark: _Toc465759637][bookmark: _Toc465759697][bookmark: _Toc465759744][bookmark: _Toc465759638][bookmark: _Toc465759698][bookmark: _Toc465759745][bookmark: _Toc465759639][bookmark: _Toc465759699][bookmark: _Toc465759746][bookmark: _Toc465759640][bookmark: _Toc465759700][bookmark: _Toc465759747][bookmark: _Toc500151092]DOCUMENTATION MANAGEMENT 
[bookmark: _Toc500151093]Document Approvals
Electronic document approval should be performed following the SAP Control of Documents Procedure – 730003080.
Due to protocols requiring a two stage review process, the initial review and approval will be performed electronically in SAP. The second review step is performed once the protocol has been completed and the use of hand written signatures will be used to review and post approve the protocol. Upon post –approval completion, the QA representative will scan the completed document and associated attachments, in .PDF format, to the SAP database as an attachment within the document record. 
[bookmark: _Toc500151094]Document Storage and Retention
Wilmslow Quality is responsible for maintaining all electronic versions of the validation documents. If required, WPPL Quality shall request documents from Waters Wilmslow Quality. 
[bookmark: _Toc500151095][bookmark: _Toc500151096][bookmark: _Toc500151097][bookmark: _Toc500151098][bookmark: _Toc500151099]
[bookmark: _Toc500151103]REFERENCES
This document uses the following references:
	Document Number
	Document title

	730000837
	Waters Global Validation policy

	730003080
	SAP Control of Documents Procedure 

	48044
	Production Sample Assessment Form

	730005503
	WPPL Change Management

	47940
	Control of Change Form

	WPPL-SP-15
	Control & Monitoring of IMTE 
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APPENDIX 1 – EQUIPMENT QUALIFICATION
	Serial Number
	Equipment ID
	Description
	Location
	Qualification Report Number

	KAA0270
	WPPL0039
	Acquity QDa Detector Instrument
	WPPL
	VAL001132

	KAD2550
	WPPL0012
	Acquity QDa Detector Instrument
	
	

	N/A
	WPPL0017
	Anachem Technologies Fume Cupboard
	
	

	N/A
	TBC
	Milli-Q Advantage A10 UP Water System
	
	

	840303798
	WPPL0005
	Liebher LKUexv1610 Fridge
	
	

	840442763
	WPPL0004
	LGUex1500 Freezer
	
	

	74400208
	WPPL0025
	Miele Glassware Washer
	
	

	35701494
	WPPL0003
	Sartorius Balance
	
	

	G42127G
	WPPL0001
	Eppendorf P1000 Pipette
	
	

	G42285G
	WPPL0002
	
	
	

	I22994G
	WPPL0036
	Eppendorf P200 Pipette
	
	

	I22911G
	WPPL0037
	
	
	

	TB685D
	TBC
	RGA Rig TB685D
	
	VAL001171

	

	S4BA7494
	TBC
	QDa Test Floor Test Bay 
	GES
	VAL001193

	S4BK7626
	TBC
	QDa Test Floor Test Bay 
	
	VAL001193

	S4BK9317
	TBC
	QDa Test Floor Test Bay 
	
	VAL001193

	S4BA7494
	TBC
	QDa Test Floor Test Bay 
	
	VAL001193

	MM7251
	TBC
	AMITS Storage System (PC)
	
	VAL001193

	345-0747
	W1-17GC0122
	Pat & Flash Tester
	
	N/A

	90001301209
	W1-17GC0095
	Helium Leak Detector
	
	N/A

	

	100180047
	TBC
	Steam Cleaner
	Richport
	50803

	N/A
	TBC
	DI System
	
	51165

	N/A
	TBC
	Ultrasonic Cleaning Equipment
	
	48446



APPENDIX 2 – METHOD QUALIFICATION
	Reference Number
	Description
	Location
	Qualification Report Number

	730005264
	Acquity QDa Setup Solution
	WPPL
	VAL001085
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