                                  Process Control / Validation Checklist For New / Changed Processes
PROCESS CONTROL CHECKLIST FOR: _________________________________________________ 

	TASK


	BY
	DATE

	1. IDENTIFY PROCESS / need to be implemented or revised.


	
	

	2. RISK ANALYSIS:

· Evaluate cost vs. critical need and quality of product or service.
	
	

	· Determine if funds are available for the process or prepare justification for    

       requested funds. (Laboratory Director / Blood Bank Supervisor signatures required for process      

       continuation)
	
	

	3. PRE-VALIDATION IMPLEMENTATION STEPS:

Define critical steps and goals of the process / change to be met.

Define what you are trying to accomplish by the validation process.  

Validation requirements should be verifiable, necessary, attainable, clear, and determine what should be done.  
	
	

	4. Form a validation team and allocate time for validation process.  
	
	

	5. Evaluate process for required equipment, supplies, reagents, staffing and conditions.  

· Update critical lists of Suppliers and equipment 
	
	

	6. Create test / Medicare compliant codes for test if applicable and determine appropriate charges.  


	
	

	7. Determine if change affects other facility.  Communicate process to other facilities.   
	
	

	8. Evaluate changes effecting other  Departments / procedures.  

       Communicate to appropriate committees the upcoming change.

       Educate appropriate involved departments.
	
	

	9. VALIDATION IMPLEMENTATION: 

        (Supervisor signature required for process continuation)

        Outline a plan for new or changed process.  Flowcharts may be helpful.
	
	

	10. INSTALLATION QUALIFICATIONS:

· Order required equipment / reagents / supplies.  
	
	

	· Process equipment through process Engineering and Plant Operations.  


	
	

	· Arrange for appropriate unique identification labeling and Preventative Maintenance scheduling.  
	
	

	· Review Manufacturer’s Instructions Manual.


	
	

	· Follow Manufacturer’s Directions for Installation


	
	

	· Perform required Equipment Quality Control checks.  


	
	

	· Perform Calibration if indicated.  
	
	

	· Evaluate Safety needs .  Incorporate into SOP if indicated.  
	
	

	· Request appropriate MSDS forms and include in Safety Manual
	
	

	· Follow SOP for SOPs / Manuals procedure for preparation of needed procedures.  Include Manufacturer’s Instructions / recommendations for use of equipment.  

      Include frequency of QC testing, preventive maintenance, accepted range of performance,    

      sample forms and troubleshooting / suggested corrective action.  
	
	

	· Finalize / approve SOPs based on Manufacturer’s Recommendations and current validation process results.  
	
	

	· Finalize procedures by following and implementing the Document Change Control Policy.
	
	

	· Design forms needed for validation process as well as final process.
	
	

	11. OPERATIONAL QUALIFICATION 

· Write / devise / approve training guides.
	
	

	· Perform pre-validation training

      This may include videos, audiotapes, inservices, user-groups, or written literature 

      as well as traditional training. 
	
	

	· Train staff and document training / SOP.
	
	

	· Add to Process Training / Skills Checklist.
	
	

	· Add to hospital Competency test form
	
	

	· Perform necessary practice testing
	
	

	· Validate the process

       This may include parallel testing or proficiency testing. 
	
	

	· Have discussions with testing staff for suggestions to the process.
	
	

	· Evaluate problems as they occur.  Perform root cause analysis and implement corrective action into validation process.  
	
	

	12. PERFORMANCE QUALIFICATION

· Perform maximal load testing as needed per process 
	
	

	13. FINAL VALIDATION STEPS 

· Summarize validation process.  Incorporate all root cause analysis changes into final process.  
	
	

	· Document review of process
	
	

	· Revise / update SOPs and training guides as needed based on final validation process results.

       Follow SOP for SOPs / Manuals procedure and the Document Change Control      

       Policy
	
	

	· Create appropriate questions to the annual written competency test.  
	
	

	· Perform competency testing (written and/or observation) as applicable.
	
	

	· Communicate to other departments the final implementation date
	
	

	(Process Engg Head  / Process Supervisor signatures required for process continuation)

IMPLEMENT PROCESS
	
	

	14. POST IMPLEMENTATION VALIDATION

· Identify process monitors
	
	

	· Define a monitoring process
	
	

	· Monitor process with selected indicators. Calibration Management is essential too. 
	
	

	· Evaluate feedback from customers.
	
	

	Is process in control?

a) NO:  Halt the process, identify where changes are needed, implement changes and repeat above process.  Implement necessary corrective action and conduct process improvement activities.  

b) YES:  Continue to monitor as indicated to achieve consistent results


	
	

	· Document / review Summary Analysis
	
	


NA (Not Applicable) 
SOP (Standard Operating Procedure)


