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 Note to Author: 
· Suggestions and examples for completing this template are provided in red text. Please remove all red text before submitting the form.
· This form is in a PDF format that can be printed and filled out by hand or filled out directly on your computer.
· Complete form shall be submitted to the Validation Engineering group for traceability on the Validation Master Plan (VMP).
	Originator
	i.e. “John Doe”
	Extension
	i.e. “1234”
	Date
	i.e. “18-SEP-2017”

	Equipment No.
	i.e. “SACFA”
	Equipment/Process Name
	i.e. “Semi-Automated Cartridge Filter Assembly”

	Plant Location 
	i.e. “U.S., Milford, 34 Maple Street”
	Area of Manufacturing
	i.e. “Assembly White room”

	

	Please describe the function of the Equipment, Method and/or Process.

	i.e. “SACFA is a custom-designed system intended to introduce automation in the operation of the Cartridge Filter Assembly Process.  The SACFA assembles the In-Life Cartridge Filter assembly”

	

	Please describe if the Equipment, Method and/or Process have been custom designed or purchased? 

	i.e. “SACFA is a custom-designed system. Designed by Waters Engineering and build by outsourced supplier”

	

	When does this Equipment, Method and/or Process need to be used for production?

	i.e. “SACFA shall be used in Production by Q2-2017” 

	

	Have any associated documents (Operating Procedure, TSP, ASP, MPR, Cal/PM, etc.) been written or received?

	i.e. “SACFA has Operations Manual and  Preventive maintenance procedure drafts”

	

	Is this Equipment, Method and/or Process considered to have minimum effect on the final product?
	Yes
	No

	
	
	 FORMCHECKBOX 


	Is the critical functionality of the end product of this Equipment, Method and/or Process adequately tested in later production steps?
	Yes
	No

	
	
	 FORMCHECKBOX 


	· The answers “No” to both questions require qualification activity per Milford Process Validation Procedure (730001835).

· The answer “Yes” to either question is identifying low impact item and require justification or explanation. Note: The questions on this form are non-binding and responses of “Yes” to one or both questions may still result in qualification activities.
Example of justification: This (Equipment, Method and/or Process) produces 100% verifiable output(s) (describe the output). 
The critical functionally of this output is inspected via statistically based sampling plan (reference sampling plan) using following inspection method (indicate inspection method). This (Equipment, Method and/or Process) is considered low impact item and is except from further qualification activities. 

	

	Comments (optional)

	

	

	This section to be complete by VMP coordinator

	The Equipment, Method and/or Process is added to the VMP and qualification deliverables will reside in the following SAP directory: 


	


	Responsibility
	Name (Print)
	Title
	Signature
	Date
(DD-MMM-YYYY)

	Originator
	
	
	
	

	VMP coordinator
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