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Purpose
< Identify the equipment to qualify and why it needs qualification. The identity should include, as applicable, the designer, the manufacturer, the specifications, and the type of product it will be used for. >

Supplier Site Evaluation

< Describe any equipment evaluation and results performed at the supplier’s location prior to delivery. >

Installation Review

< Describe the reviews to ensure the equipment is installed correctly. The reviews should include: utilities, exhausts, maintenance, calibration, safety, manuals, etc. >
Utilities

	Type
	Requirement
	Acceptable (Y/N)
	Source
	Isolation Device
	Lockable (Y/N)

	Electrical
	
	
	
	
	

	Air (pressurized)
	
	
	
	
	

	Water
	
	
	
	
	


Maintenance
	Activity
	Frequency
	Parts Identified
	Parts Available
	Stocking Policy

	Room air filters
	
	
	
	

	Pressurized air filter
	
	
	
	

	Water filter
	
	
	
	

	Lubrication (grease)
	
	
	
	

	Lubrication (oil)
	
	
	
	

	Machine guard operation
	
	
	
	


Calibration
	Measuring function
	Frequency
	Parts Identified
	Parts Available
	Stocking Policy

	
	
	
	
	

	
	
	
	
	


Equipment Performance Checks
< Describe the performance checks to ensure the equipment operates correctly. The checks usually include manufacturer’s recommendations (from the equipment manual) and any specialized checks warranted by the application. >

Acceptance Criteria

< Define the conditions that must be met for successful protocol completion. >

Purpose

< Identify the product to qualify and why it needs qualification. >

Scope

< Identify the product variants and processes that are included in the validation. Identify things that are also outside the scope of the validation. >

Objective

< Describe what the validation will accomplish. This can include criteria for successful validation. >

Reference Documents

< List the documents you will use as part of the validation. This list should also include the revision of the document. >

	Document Title
	Document # 
	Revision

	
	
	

	
	
	


Equipment

< List the equipment you will use as part of the validation. The list should include both production equipment and test/measurement equipment. The list should identify the equipment that requires maintenance and the equipment that requires calibration. >

	Equipment 
	Equipment ID
	Maintenance (Y/N)
	Calibration (Y/N)

	
	
	
	

	
	
	
	


Prerequisites

< List any tasks that need to be completed before conducting the procedure. >

	Prerequisite Task
	Responsibility

	
	

	
	


Procedure

< Write the procedures you will use. Be sure to include: the steps to follow, the identity of the person(s) performing the step, the data to collect (organized in a data collection table for hand written data), the analysis method of the data, verification that maintenance requirements are met, and verification that calibration requirements are met. Define the nominal and challenge conditions. >

Nominal Operating Condition
< Be sure to include process parameters, input material, utility inputs, etc. >
	Parameter 
	Range
	Value

	
	
	

	
	
	


	# Tested 
	Mean
	Std. Dev.
	Target
	USL
	LSL
	Cpk

	
	
	
	
	
	
	


Challenge Test #1

< Be sure to include process parameters, input material, utility inputs, etc. >
	Parameter 
	Range
	Value

	
	
	

	
	
	


	# Tested 
	Mean
	Std. Dev.
	Target
	USL
	LSL
	Cpk

	
	
	
	
	
	
	


Challenge Test #2

< Be sure to include process parameters, input material, utility inputs, etc. >
	Parameter 
	Range
	Value

	
	
	

	
	
	


	# Tested 
	Mean
	Std. Dev.
	Target
	USL
	LSL
	Cpk

	
	
	
	
	
	
	


Acceptance Criteria

< Define the conditions that must be met for successful protocol completion. >

Product Disposition

< Describe the disposition of the material used in the test. >

Purpose

< Identify the product to qualify and why it needs qualification. >

Scope

< Identify the product variants and processes that are included in the validation. Identify things that are also outside the scope of the validation. >

Objective

< Describe what the validation will accomplish. This can include criteria for successful validation. >

Reference Documents

< List the documents you will use as part of the validation. This list should also include the revision of the document. >

	Document Title
	Document # 
	Revision

	
	
	

	
	
	


Equipment

< List the equipment you will use as part of the validation. The list should include both production equipment and test/measurement equipment. The list should identify the equipment that requires maintenance and the equipment that requires calibration. >

	Equipment 
	Equipment ID
	Maintenance (Y/N)
	Calibration (Y/N)

	
	
	
	

	
	
	
	


Prerequisites

< List any tasks that need to be completed before conducting the procedure. >

	Prerequisite Task
	Responsibility

	
	

	
	


Procedure

< Write the procedures you will use. Be sure to include: the steps to follow, the identity of the person(s) performing the step, the data to collect (organized in a data collection table for hand written data), the analysis method of the data, verification that maintenance requirements are met, and verification that calibration requirements are met. Define the nominal and challenge conditions. >

Nominal Operating Condition
< Be sure to include process parameters, input material, utility inputs, etc. >
	Parameter 
	Range
	Value

	
	
	

	
	
	


Acceptance Criteria

< Define the conditions that must be met for successful protocol completion. >

Product Disposition

< Describe the disposition of the material used in the test. >
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