NON-CONFORMANCE:
Root Cause Analysis

	Issued Date:
	
	NC ID #: 
	

	
	ddmmmyyyy 
	
	Provided by QA

	Brief Description of Event/Deviation: (What happened? When? What/who was affected? Open Event/Deviation items.)

	

	

	Root Cause Analysis and Investigation (Why did it happen?):

	Investigation Members:

(Include Name/Title)
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Investigation Tools:
(Mark the tool(s) used to investigate the root causes)
	1. 
 FORMCHECKBOX 
  5 Whys
	4. 
 FORMCHECKBOX 
  Ishikawa (Fishbone) Diagram

	
	2. 
 FORMCHECKBOX 
  Process Mapping 
	5. 
 FORMCHECKBOX 
  Other:
	
	

	
	3. 
 FORMCHECKBOX 
  Brainstorming 
	
	

	Root Causes:

	

	

	Corrective/Preventive Action:

	#
	Action Item
	Responsible Party / Expected Implement Date (ddmmmyyyy)
	Measure of Effectiveness

	1.
	
	
	
	

	2.
	
	
	
	

	3.
	
	
	
	

	4.
	
	
	
	

	5.
	
	
	
	

	Documents Submitted:
1. 

6. 

2. 

7. 

3. 

8. 

4. 

9. 

5. 

10.
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	Print Name and Title
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	Date (ddmmmyyyy)


	
	QA Reviewed By:
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	Date (ddmmmyyyy)
	

	
	Director Approval:
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	Sign
	
	Date (ddmmmyyyy)
	

	
	Sr. Director – Quality Approval:
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	Sign
	
	Date (ddmmmyyyy)
	

	
	Medical Director – Approval (if applicable):
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	Sign
	
	Date (ddmmmyyyy)
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