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1. [bookmark: _heading=h.3ab3429eefjj]EVALUATION SUMMARY
	Name of Computerised System Being Assessed:
	

	Version:
	

	Computerised System Owner:
	



2. [bookmark: _heading=h.v9ai9sx2gty9]CONCLUSION
	1
	The computerised system has a quality impact in that it affects product quality, safety or compliance with U.S. FDA or European GMP regulations. This is based upon the results of the Quality Assessment conclusion of Part 2.
	Y = Yes
N = No

	
	



	2	
	The computerised system is within scope of 21 CFR Part 11. This is based upon the results of Part 3.
	Y = Yes
N = No

	
	



	3
	The computerised system requires validation.
- If either Conclusion 1 or Conclusion 2 is Yes, this answer is Yes.
- If both are No, this answer is No.
	Y = Yes
N = No

	
	





[bookmark: _heading=h.ertq4lojll6i]PART 1

Instructions for Completing Part 1:

1. 	Review the list of system types below. Check all system types that the system in question applies to.
2.	Comments regarding these questions must be documented in the comment part.
3.	Eliminate non-pertinent questions from Part 2 of this assessment by marking questions in Part 2 that do not apply as ‘No’.

	1.    Type of Computerised System
       (Check all that apply)       
	2. Mark sections of questions in Part 2 as ‘No’ using the instructions below:

	· 1. Manufacturing and Quality Management
	→
	If not checked, mark all questions in Section 2 as ‘No’

	· 2. Quality Operations (Including Training)
	→
	If not checked, mark all questions in Section 2 as ‘No’

	·  3. Product and Process Development
	→
	If not checked, mark all questions in Section 3 as ‘No’

	· 4. Supplier Quality
	→
	If not checked, mark all questions in Section 4 as ‘No’

	·  5.Complaint Handling
	→
	If not checked, mark all questions in Section 5 as ‘No’

	· 6. Product Service
	→
	If not checked, mark all questions in Section 6 as ‘No’

	· 7.Statistical Analysis
	→
	If not checked, mark all questions in Section 7 as ‘No’

	· 8.Process Automation
	→
	If not checked, mark all questions in Section 8 as ‘No’

	· 9.Regulatory
	→
	If not checked, mark all questions in Section 9 as ‘No’



4.	 Proceed to Part 2 of this assessment.
[bookmark: _heading=h.lu0vzqd0ho2m]PART 2
Instructions for Completing Part 2:

· Answer all of the following questions to determine if the System/Module have a quality impact.
· Comments regarding these questions must be documented in the comment part.

	Assessment of whether computerised system affects on defined areas or not:
	Y= Yes
N = No

	1.
	Manufacturing and Quality Management

	1.1
	Define or maintain the product master record or the batch history record?
	

	1.2
	Define or maintain the schedule records, schedule history and other related records?
	

	1.3
	Identify and trace unit, lot, batch, or control numbers?
	

	1.4
	Establish and maintain product distribution records for recalls?
	

	1.5
	Support or control non-conforming product segregation and disposition?
	

	1.6
	Control or manage product acceptance and release status?
	

	1.7
	Support/control product storage and inventory?
	

	1.8
	Support or control quality related functions within manufacturing?
	

	1.9
	Monitor or control manufacturing process parameters?
	

	1.10
	Support or control purchase, shipment or delivery of raw materials, intermediates, and finished goods? 
	

	1.11
	Support or control incoming inspections, in-process testing, or final acceptance testing?
	

	1.12
	Record the results of incoming inspection, in-process testing or final acceptance testing?
	

	1.13
	Support or control environmental control for manufacturing? 
	

	1.14
	Support or control contamination control for manufacturing? 
	

	1.15
	Support or control equipment maintenance and calibration? 
	

	1.16
	Support or control maintenance of critical support systems (e.g. air, water)? 
	

	1.17
	Support or control analyzing quality defects to identify quality problems?
	

	1.18
	Support or control exception management activities?
	

	1.19
	Support or control labeling activities? 
	

	1.20
	Support or control product, process, and methods validations? 
	

	2
	Quality Operations (Including Training)

	2.1
	Report on the performance or effectiveness of the quality system? 
	

	2.2
	Support or control tracking of quality audit schedules or action items? 
	

	2.3
	Support or control identification of training needs or maintenance of training records? 
	

	2.4
	Maintain manufacturing, quality, or regulatory documents and track document changes?
	

	2.5
	Distribute quality related documents for review, approval, or notification? 
	

	2.6
	Support or control of changes, deviations, discrepancies, or OOS-results? 
	

	2.7
	Affect the security of quality related data or system?
	

	3
	Product and Process Development

	3.1
	Support or control studies performed to support regulatory submissions? 
	

	3.2
	Manage data and documents related to regulatory critical studies? 
	

	3.3
	Store, process, or evaluate data and documents supporting regulatory submissions? 
	

	4
	Supplier Quality

	4.1
	Support/control evaluation of suppliers ?
	

	4.2
	Maintain records of acceptable suppliers?
	

	5
	Complaint Handling

	5.1
	Support/control evaluation of complaint files ?
	

	5.2
	Support/control Pharmacovigilance submissions ?
	

	5.3
	Document complaint investigations ?
	

	6
	Product Service

	6.1
	Support/control analysis of service reports?
	

	6.2
	Document service reports?
	

	7
	Statistical Analysis
	

	7.1
	Support/control statistical techniques for analysis of process capability and product characteristics?
	

	7.2
	Determine sampling plans
	

	8
	Process Automation
	

	8.1
	Control or operate quality related manufacturing equipment?
	

	8.2
	Control or operate analytical equipment?
	

	8.3
	Evaluate test data and perform calculations?
	

	8.4
	Handle alarms or error messages?
	

	9
	Regulatory
	

	9.1
	Prepare regulatory submissions?
	

	9.2
	Transmit documents or data to regulatory agencies?
	

	9.3
	Publish regulatory information?
	

	9.4
	Support/control device tracking or field corrective actions?
	







Assessment
If the response to ANY question above is “Yes”, the system has a quality impact. If responses to ALL questions are “No”, the Computerised System does not have a quality impact. Record the answers in the Conclusion section, question #1.

[bookmark: _heading=h.93s9jm2syovv]PART 3
	Ques. #
	Classification Question
	Answer

	1
	What is the status of the system?
	NS=New System
ES=Existing System

	
	



	Ques. #
	Classification Question
	Answer

	2
	Does this computerised system create, modify, maintain, archive, retrieve, or transmit any electronic record(s) that are required to be submitted to MHRA, EU Annex11, FDA or other regulations
	Y = Yes 
N=No

	
	



	Ques. #
	Classification Question
	Answer

	3
	Are any electronic records, under the control of this computerised system, required to be maintained in order to demonstrate compliance with any MHRA, EU Annex11, FDA or other regulations, or Rosemont corporate procedures that support compliance with these regulations?
	Y = Yes 
N=No

	
	



	Ques. #
	Classification Question
	Answer

	4
	Are any electronic records, under the control of this computerised system, used in lieu of paper records, and required to be maintained to demonstrate compliance with any MHRA, EU Annex11, FDA or other regulations, or Rosemont corporate procedures that support compliance with FDA regulations?  In other words, is any electronic record intended to be used as an equivalent to, or substitute for, paper records?
	Y = Yes 
N=No

	
	







Assessment
If the response to ANY question above is “Yes”, the system is within scope of 21 CFR Part 11.
If responses to ALL questions are “No”, the Computerised System is not within scope of 21 CFR Part 11.
Record the answers in the Conclusion section, Question #2.

	COMMENT
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