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	Validation Master Plan Submission Form



Note to Author: Suggestions and examples for completing this template are provided in blue text. Please remove/replace all blue text before submitting the document to Validation Engineering.  The template may be filled out by hand or electronically. The comments section can be one-lined, initialed, and dated if not used.
	

	Originator  
	John Doe
	Title  
	Chemical Process Engineer
	Phone 
	2471
	Date  
	01-JAN-2019

	

	System Model  
	Pero N2/007 – EX 7897
	System Name  
	Solvent Cleaning System

	

	Install Location  
	Milford, MA
	Install Site  
	Machine Shop (outside of the Passivation Room)

	

	System Purpose  
	Define the overall purpose of the system. For example: “The system will be used to perform pre-cleaning of Machine Shop produced components and/or purchased parts, prior to surface treatment.”

	

	System Design  
	Explain whether the system is a custom design, including who designed/fabricated it, or commercially purchased.  For example: “The Pero N2/007 – EX 7897 Solvent Cleaner is a commercially available cleaning system produced by Pero Corporation in Konigsbrunn, Germany.”

	

	Timeline:  
	Define the expected timeline associated with the system. For example: “The system is expected to arrive on-site in Q3-2017, be installed in Q4-2017, and be ready for production in Q1-2018.”

	

	Specifications  
	Reference the document(s) that provide(s) the system specifications.  Bench studies can be explained within this section. For example: “A bench study of the existing Ramco cleaning system shall be performed in order to determine Waters cleaning specifications.”

	

	Documentation  
	Define the status of received and/or expected, required documentation, including the expected timeline associated. For example: “An electronic format Operator’s manual and Installation manual for the Pero N2/007 – EX 7897 Solvent Cleaner has been received. A Manufacturing Procedure for system operation and a Manufacturing Procedure for calibration are expected to be written in Q4 of 2017.”

	

	Quality Risk Assessment:  
Does the equipment, method, and/or process considered to have minimum effect on the final product?
Is the critical functionality of the final product of this equipment, method, and/or process adequately tested during later production steps?  
	Yes
	No

	
	|_|
|_|
	|_|
|_|

	· An answer of “No” to both questions requires qualification per 730001835, Process Validation Procedure.
· An answer of “Yes” to either question identifies low risk to product quality and requires justification below: 
Note: A response of “Yes” to one or both questions may still result in qualification activities.

	Example of justification: “The critical functionally of this output is inspected via a statistically based sampling plan (reference sampling plan). This system is considered low impact to quality and is except from qualification activities.”

	

	Comments  
	Provide any additional comments associated with the system.



	TO BE FILLED OUT BY SITE VMP COORDNATOR

	Assigned TE or VAL Designator(s):  



	Responsibility
	Name
	Title
	Signature
	Date

	Originator
	Print Name
	Print Job Title
	Signature
	DD-MMM-YYYY

	VMP Coordinator
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THE SCIENCE OF WHAT'S POSSIBLE.?




