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          OOS CHECKLIST
	SAMPLE INFORMATION

	OOS  NUMBER:

	NAME OF SAMPLE (BRAND &GENERIC):

	LAB NO:
	BATCH NO:

	TYPE OF TEST/ANALYSIS:
	WORKSHEET REFERENCE N0:


	S/N
	QUESTION
	YES
	NO
	COMMENTS

	1. 
	Was the Method used correct
	
	
	

	2. 
	Was the SOP for the analytical procedure followed during the analysis?
	
	
	

	3. 
	Is the method validated
	
	
	

	4. 
	Was the correct standard used?
	
	
	

	5. 
	Was the correct Sample Used?
	
	
	

	6. 
	Was all the glassware clean and undamaged?
	
	
	

	7. 
	Were correct Pipettes, volumetric flask used?
	
	
	

	8. 
	Are all weights/calculations correct?
	
	
	

	9. 
	Was the balance clean and calibrated?
	
	
	

	10. 
	Does the material have nature that could affect the result (e.g.hygroscopicity,efflorescent,e.t.c)
	
	
	

	11. 
	Are other tests conducted on the material conforming to the specifications?
	
	
	

	12. 
	Was the manufacturing process followed according to the sequence of validated procedures?
	
	
	

	13. 
	Was there a possibility of loss of sample/standard in make-up?
	
	
	

	14. 
	Any Spillages of?
          Sample?

          Standard?

         Extract?
	
	
	

	15. 
	Were Pipettes used correct?

                                      Undamaged?

                                      Clean?
	
	
	

	16. 
	Was volumetric flask used correct?

                                                 Undamaged?

                                                 Meniscus correctly read?
	
	
	

	17. 
	Was correct purity for standard used?
	
	
	

	18. 
	Was standard dried prior to use if required?
	
	
	

	19. 
	What is the expiry date of standard used?
	
	
	

	20. 
	Was the sample integrity maintained, correct container and chain of custody? (was there an unusual event or problem)
	
	
	

	21. 
	Were sample containers stored properly prior to use?
	
	
	

	22. 
	Were any other sample/batches tested at the same time?



	23. 
	Has this method a history of being difficult to carry out correctly?

Explain:



	24. 
	Was there similar history of failure of the material in the past?

Explain stating what decision was taken then:


	
	
	

	25. 
	Is there any correlation between the obtained result and the sample CoA?
	
	
	

	26. 
	Were Standard and Sample mixed correctly?
	
	
	

	27. 
	Was sample sufficiently homogenous prior to sample preparation?
	
	
	

	S/N
	ANALYST
	YES
	NO
	COMMENTS

	28. 
	Is the analyst fully trained?
	
	
	

	29. 
	Is the analyst trained on the method? (interview analyst to assess knowledge of the correct procedure)
	
	
	

	30. 
	Has the analyst experienced problems with this method before?

Explain:


	
	
	

	31. 
	Is retraining required?
	
	
	

	32. 
	Are all analyst calculations correct?
	
	
	

	33. 
	Is there any transcription errors found?
	
	
	

	34. 
	Was the work re-checked for errors?
	
	
	

	S/N
	INSTRUMENTS
	YES
	NO
	COMMENTS

	35. 
	Did system suitability pass?
	
	
	

	36. 
	Are bracketing standards inside variation limits?
	
	
	

	37. 
	Are HPLC traces similar to normal?
	
	
	

	38. 
	Is there a drift in retention time?
	
	
	

	39. 
	Is there integration consignment?
	
	
	

	40. 
	Do sample traces compare to standard traces?
	
	
	

	41. 
	Is the instrument in calibration?

Date of last Calibration:__________________________


	
	
	

	42. 
	Have all daily checks been carried out on instrument?
	
	
	

	43. 
	Was a malfunctioning and/ or out of calibration instrument used during the analysis?
	
	
	

	44. 
	Were all equipment used in testing calibrated? ( review equipment logbook)
	
	
	

	S/N
	REAGENTS
	YES
	NO
	COMMENTS

	45. 
	Are all volumetric solutions standardized correctly?
	
	
	

	46. 
	Are all reagents and solutions in date?
	
	
	

	47. 
	Are all details of volumetric/standard logbooks correct?
	
	
	

	48. 
	Are all reagents of the correct grade?
	
	
	

	49. 
	Were correct diluents, reagents, media, filters, chromatographic conditioned, etc included in the analytical procedure
	
	
	

	50. 
	Was expired test solution or volumetric solution used in analysis?( appropriate standards used in analysis)
	
	
	

	51. 
	Were these solutions properly prepared?
	
	
	

	52. 
	Were media/reagents prepared according to procedure?
	
	
	

	53. 
	
	
	
	


