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Out of Specification (OOS) Investigation Report                     
OOS Number: ___________________________ Form Issued By/Date: _____________________

Expected investigation completion date: _____________Submitted by/Date_________________

SECTION 1: Findings from checklist
	Result of investigation observed from the OOS checklist 



	Any other comments or possible sources of error outside the checklist 


	Conclusion: (Type of Error)      Assignable Error:
	
	Non Assignable Error:
	

	Comment (Reason):




SECTION 2:
Repeat Determinations                                                     

	S/No
	Question
	Answer

	1.
	Original Result (Analyst A)
	Valid / Invalid:

	2.
	If invalid, enter in repeat result
	Result:

	3.
	If Assignable Error, result obtained after error correction: 

	Results:

1._________________

2._________________

	4.
	If “Un-Assignable Error”, continue investigation:

Analyst A:

Analyst B:
	Result:

A1._________________

A2._________________

B1._________________

B2._________________

	6.
	Is the overall average result acceptable?
	Yes / No:

	7.
	If No, continue investigation as appropriate:

Analyst A
Analyst C :
	Result:

A1._________________

A2._________________

C1._________________

C2._________________

	    8.
	Final Disposition 
	Accepted: Yes / No: 
Rejected: Yes / No: 


	10.
	Comments (Is external testing confirmation required?):



SECTION 3

Analyst A:
______________________________
Date:
____________________

Analyst B:
______________________________
Date:
____________________

Analyst C:
______________________________
Date:
____________________

Checked By Unit Head:___________________________
Date:
____________________

Q.A Approval:
______________________________
Date:
_____________________

Head of Laboratory Approval: _____________________  Date: ________________________


