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The starting point for adding Serialization to a packaging line should be the User Requirements Specification.  This provides the basis for the validation of the system by providing the criteria by which the system will be evaluated.  As with any URS an important initial activity is to determine the boundaries of the system we are defining.  When we are considering the implementation of Serialization functionality on a packaging line we need to limit our scope to the development of the information to be captured and the labeling function to document the unit/case/pallet levels of packaging.  The level of labeling – from unit level to pallet level is one of the considerations for determining the extent of the system being developed.  Some of the key URS areas to consider for a serialization system at the Packaging Equipment Level are: 
GxP column  - Y/N or X column to recognize whether the requirement is an FDA regulatory requirement (required by predicate rule)

Priority Column  - can be used for Must Have, Important, Nice to Have or other means of prioritizing requirements for bid/implementation purposes.
I. Physical Requirements: (Should be consistent with Packaging Line Equipment Requirements)
	Item
	Description
	Priority
	GxP

	1000
	System shall be capable of applying Serialization information at nn units per minute
	
	

	1001
	System shall be capable of applying and verifying Serialization information for units oriented in a (horizontal/vertical) configuration.
	
	

	1002
	System shall be designed to apply serialization information for all product container size
	
	

	1003
	System must be capable of operating 24 hrs/day, 7 days per week
	
	

	1004
	System components and wiring must be labeled
	
	

	1005
	Components installed on the line must be cleanable and not interfere with line clearance
	
	


Note:  Physical Components (Printer, Scanner models) specification should be limited to not constrain Supplier unnecessarily
II. Operational Requirements

	Item
	Description
	Priority
	GxP

	2001
	System will have the ability to be turned on or off without affecting the packaging line operation
	
	

	2002
	System will allow interruption of Batch without loss of serialization data
	
	

	2003
	System security will configurable for Initiation and Close out of Serialization Information
	
	

	2004
	System design will allow for Automatic or Manual Application of Label
	
	

	2005
	System design will allow for rework of product
	
	

	2006
	System can be configured for creation of serial or non-serial labeling.
	
	

	2007
	System will allow for restart of suspended/interrupted batches
	
	

	2008
	System will transmit reconciliation information to MES System on completion of lot to include:

· Starting and Ending Serial numbers used

· Serial Numbers of Series not used  (product/label rejected
	
	

	2009
	System will include mechanism to verify the serialization ID immediately after application
	
	

	2010
	System will provide a reject mechanism for unsuccessful verification with “fail unless positive” logic
	
	

	2011
	System will provide information back to the control system on reject to maintain reject count and cause.
	
	


III. Control System Requirements

	Item
	Description
	Priority
	GxP

	3000
	Reject logic will be set up to assume fail unless verification is confirmed
	
	

	3001
	Control System will maintain reject count, reject cause and reject serial numbers to communicate to MES System at end of Lot
	
	

	3002
	Control System will allow for 3 levels of security: Operation, Supervisor and Maintenance to be applied for key functions
	
	

	3003
	Control System will interface with existing MES (electronic batch system) to import serialization information
	
	

	3004
	Control System will have UPS backed power
	
	

	3005
	System must be capable of maintaining serialization data for the lot in the event of power failure
	
	

	3006
	Serialization Control System will communicate with Packaging Line equipment to shut down line in for:

· Communication failure

· Consecutive Reject Failures – 3 consecutive failures
	
	

	3007
	Serialization Control System will display critical data 

· Total package count 

· Reject Count per Reject Category 

· Fault/Alarm Messages
	
	


IV. Security Requirements

System shall be designed to allow for 5 levels of security per the security matrix

Security Matrix

	Item
	User 
	Allowed Activity
	Priority
	GxP

	4001
	None
	· Cannot operate the system. 
	
	

	4002
	Operator
	· Equipment Operation
· Fault/Alarm reset

· View settings
	
	

	4003
	Maintenance
	· Same as Operator

· Access to maintenance features

· Train System
· Change settings

· Reset Maintenance data
	
	

	4004
	Supervisor
	· Same as Operator and Maintenance

· Reset Production Data

· Recipe change selection
	
	

	4005
	Administrator
	· Same as Operator, Maintenance, and Supervisor

· Change Passwords

· Access recipe configuration
	
	


V. Documentation
	Item
	Description
	Priority
	GxP

	5001
	Functional Specification will be provided by the Vendor traceable to the URS
	High
	Y

	5002
	Operation and Maintenance Manuals with recommended spare parts and maintenance schedules will be provided in hard and soft copy
	High
	Y


