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Audit of XXX
CAPA Plan

	Audit conducted by:	XXX, Auditor
		Sunnikan Consulting

	Audit type:	Systems audit / Vendor qualification / vendor routine audit

	Audited Trial:	XXX

	Audit requested by:	XXX

	Main audited systems:	XXX
		

	Audit location:	XXX
		

	Audit dates:	XXX
	Audit report version and date:	version 1.0, XXX

	Date
	Subject

	XXX
	Creation

	
	

	
	Auditor's final review
Signature:







Instructions to fill-in the CAPA Plan
The answer to the audit findings (CAPAs and evidences, as applicable) is expected within 15 working days.
Please complete for each finding the following table with root cause analysis and action plan proposed.
Upon receipt, the completed CAPA Plan will be reviewed by the Auditor, in collaboration with LABO PHARMA, who will get back to you if needed (for instance: clarification or additional evidence required).


Instruction for use for Sunnikan : 
Duplicate the table with one section and one table per finding
Assessment should be completed with:
The date of review [DD-MMM-202X]
Answer / Action assessed as (not) satisfactory
If not satisfactory, provide expected complementary information / action…
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CAPA Plan 
Finding #1
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #2
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #3
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	


Finding #4
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #5
	Finding description
	M
XXX.
Main audit standards XXX.

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #6
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #7
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #8
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #9
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory

	
	
	
	
	

	
	
	
	
	



Finding #10
	Finding description
	M
XXX.
Main audit standards XXX

	Action plan

	Root cause analysis
	Action(s) proposed
	Responsible
	Deadline
	Auditor's review
Satisfactory / Not satisfactory
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