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	URN.1   Specimen Collection Manual

	
	
	

	URN.1.10
	Is a specimen collection manual available at all collection sites? 
	Yes   No   N/A

	
	
	

	
	Standard:  There must be instructions available in all areas where specimens are collected. 
	

	
	
	

	
	Does the specimen collection manual include:
	

	URN.1.20
	Patient preparation?
	Yes   No   N/A

	
	
	

	URN.1.30
	Specimen type and amount (ie. midstream)?
	Yes   No   N/A

	
	
	

	URN.1.40
	Proper handling (ie. preservative/anticoagulant)?
	Yes   No   N/A

	
	
	

	URN.1.50
	Labelling with patient first and last name and personal health number?
	Yes   No   N/A

	
	
	

	
	Standard:  The above items must be available in the specimen collection manual.
	

	
	
	

	URN.1.60
	Are there written criteria for specimen rejection?    
	Yes   No   N/A

	
	
	

	
	Standard:  Written criteria shall be available for specimen rejection.
	

	
	
	

	
	
	

	URN.2   Procedure Manual

	
	


	

	URN.2.10
	Is a current procedure manual available for laboratory staff?

     
	Yes   No   N/A

	
	Standard:  There shall be a procedure manual which includes all tests performed.  
	

	
	
	

	URN.2.20
	Is the procedure manual written in the most current CLSI (GP2) format?
	Yes   No   N/A

	
	
	

	
	Are the following included for each procedure: (if applicable)
	

	URN.2.30
	Purpose?
	Yes   No   N/A

	
	
	

	URN.2.40
	Specimens (type, source, amount, storage)?
	Yes   No   N/A

	
	
	

	URN.2.50
	Equipment and Materials required?
	Yes   No   N/A

	
	
	

	URN.2.60
	Preparation and storage of reagents, standards and controls?
	Yes   No   N/A

	
	
	

	URN.2.70
	Procedure – including Step by step instructions?
	Yes   No   N/A

	
	
	

	URN.2.80
	Directions for calibration?
	Yes   No   N/A

	
	
	

	URN.2.90
	Derivation of results (ie. mathematical calculations, dilutions)?
	Yes   No   N/A

	
	
	

	URN.2.100
	Quality control?
	Yes   No   N/A

	
	
	

	URN.2.110
	Linearity limits?
	Yes   No   N/A

	
	
	

	URN.2.120
	Precision?
	Yes   No   N/A

	
	
	

	URN.2.130
	Reference ranges?
	Yes   No   N/A

	
	
	

	URN.2.140
	Clinical Significance?
	Yes   No   N/A

	
	
	

	URN.2.150
	Critical values?
	Yes   No   N/A

	
	
	

	URN.2.160
	Reporting results (units, stats, critical values)?
	Yes   No   N/A

	
	
	

	URN.2.170
	Safety ?
	Yes   No   N/A

	
	


	

	
	Standard:  the elements listed above must be included in the procedure manual (if applicable).  
	

	
	
	

	URN.2.180
	Is there documentation of annual review of the procedure manual by the laboratory director or designate?
	Yes   No   N/A

	
	
	

	
	Standard:  Annual review by the director or designate ensures procedures are complete and current.  Laboratory must document annual review of the procedure manual.
	

	
	
	

	URN.2.190
	Is there documentation of annual review of the procedure manual by the laboratory staff?
	Yes   No   N/A

	
	
	

	
	Standard:  Annual review of procedure manuals ensure laboratory staff are aware of current procedures.  Laboratory must document annual review of procedure manual by laboratory staff.  
	

	
	
	

	URN.2.200
	Are all changes in methodology signed and dated by whoever made the changes?
	Yes   No   N/A

	
	
	

	
	Standard:  All signed approvals of new or changed documents require a date.
	

	
	
	

	URN.2.210
	Are all new procedures reviewed by the medical director or designate?
	Yes   No   N/A

	
	
	

	
	Standard:  New procedures require review by the medical director or designate prior to putting into use.
	

	
	
	

	URN.2.220
	Are discontinued procedures retained for two years after the procedure is taken out of service?          
	Yes   No   N/A

	
	
	

	
	Standard:  Discontinued procedures must be retained for two years after procedures are taken out service.  
	

	
	
	

	URN.2.230
	Is there a current file on manufacturer’s inserts? 
	Yes   No   N/A

	
	
	

	
	Standard:  Current package inserts should be available for all staff.
	

	
	
	

	URN.2.240
	Are there adequate and up to date reference text books available to laboratory staff?
	Yes   No   N/A

	
	
	

	
	Standard:  Up to date textbooks shall be available. 
	

	
	
	

	
	
	

	URN.3   Reagents

	
	
	

	URN.3.10
	Are all reagents used within their expiry date?
	Yes   No   N/A

	
	
	

	
	Are all reagents labelled with:
	

	URN.3.20
	Date of receipt?
	Yes   No   N/A

	
	
	

	URN.3.30
	Date prepared or opened?
	Yes   No   N/A

	
	
	

	URN.3.40
	Expiry date?
	Yes   No   N/A

	
	
	

	URN.3.50
	Content and concentration?
	Yes   No   N/A

	
	
	

	
	Standard:  The above elements must be recorded.
	

	
	
	

	URN.3.60
	Are all reagents stored according to manufacturer’s instructions?
	Yes   No   N/A

	
	
	

	
	Standard:  Reagents must be stored as recommended by the manufacturer.  Records of reagent storage temperatures must be consistent with manufacturers instructions (may include refrigerator, freezer and room temperature, as applicable).
	

	
	
	

	URN.3.70
	Are common interferences evaluated for all analytes measured with each reagent system or is credible manufacturer’s information available?
	Yes   No   N/A

	
	
	

	
	Standard:  Common interferences should be documented for each analyte measured with each reagent system. Documentation from information provided by the manufacturer is acceptable.
	

	
	
	

	URN.3.80
	If there are multiple components of a reagent kit, does the laboratory use components of reagent kits only within the same kit lot, unless otherwise specified by the manufacturer?
	Yes   No   N/A

	
	
	

	URN.3.90
	Prior to use, are new reagent lots checked against old reagent lot?
	Yes   No   N/A

	
	
	

	
	Standard:  For quantitative and qualitative tests, new reagent lots must be tested in parallel with old lots prior to being placed into service, to ensure that the calibration with the new lot of reagent maintains consistent results for patient specimens.  Documentation must be available upon inspection.
Documented comparable QC results between the old and new reagent lots is acceptable.
	

	
	
	

	
	
	

	URN.4   Instruments and Equipment

	
	
	

	URN.4.10
	Is there a procedure for maintenance of all instruments and equipment?
	Yes   No   N/A

	
	
	

	
	Standard:  Maintenance procedures must be available.
	

	
	
	

	URN.4.20
	Are the maintenance records reviewed by a supervisor?
	Yes   No   N/A

	
	
	

	URN.4.30
	Is this review documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Maintenance records must be reviewed by a supervisor and this review documented.
	

	
	
	

	URN.4.40
	Are there instructions for troubleshooting?  
	Yes   No   N/A

	
	
	

	
	Standard:  Instructions for troubleshooting must be available.
	

	
	
	

	URN.4.50
	Are service records maintained for the life of the instrument, plus two years?
	Yes   No   N/A

	
	
	

	
	Standard:  Services records must be kept for the life of the instrument, plus two years.
	

	
	
	

	URN.4.60
	Is there emergency power for instruments and equipment?
	Yes   No   N/A

	
	
	

	
	NOTE:  Emergency power should be available to provide continual laboratory service. 
	

	
	
	

	URN.4.70
	Are instruments equipped with surge protection? (this also includes computers)
	Yes   No   N/A

	
	
	

	
	Standard:  Surge protection is recommended for laboratory instruments and equipment.  
	

	
	
	

	URN.4.80
	Are instruments calibrated according to manufacturer’s instructions?
	Yes   No   N/A

	
	
	

	URN.4.90
	Has the laboratory performed comparisons between visually read dipstick results and those generated by the instrument reader, before placing dipstick readers into service?
	Yes   No   N/A

	
	
	

	
	NOTE:  A comparative study should be performed between the new instrument and either a manual method or another automated method.  
Standard:  The results of the comparative study must be retained for 2 years after the method has been discontinued.
	

	
	
	

	URN.4.100
	If the laboratory uses more than one instrument/method to test for a given analyte, are the instruments/methods checked against each other at least twice a year for correlation of results?
	Yes   No   N/A

	
	
	

	
	Standard:  Every measurement system measuring the same analyte in the laboratory must be included in the correlation of results; twice a year and documented.  Quality control data may be used for this comparison.
	

	
	
	

	URN.4.110
	Are there defined tolerance limits for result agreement of inter-instrument assays?
	Yes   No   N/A

	
	
	

	
	GLP:  Tolerance limits should be established within the laboratory.   
	

	
	
	

	URN.4.120
	Are pipettors and dilutors (fixed volume or adjustable) checked at least annually for accuracy and reproducibility, and results recorded?
	Yes   No   N/A

	
	
	

	
	Standard:  Accuracy and precision of the pipetting system must be checked at least annually and documented. 
	

	
	
	

	
	Is the temperature of refrigerators and other temperature dependent equipment documented daily:
	

	URN.4.130
	Room temperature?
	Yes   No   N/A

	
	
	

	URN.4.140
	Freezer(s)?
	Yes   No   N/A

	
	
	

	URN.4.150
	Refrigerator(s)?
	Yes   No   N/A

	
	
	

	
	Standard:  Temperature-dependent equipment containing reagents and patient specimens must be monitored daily.  
	

	
	
	

	URN.4.160
	Is there evidence of active review of results of instrument maintenance and temperature?
	Yes   No   N/A

	
	
	

	URN.4.170
	Is this review documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Maintenance records must be reviewed by a supervisor and this review documented.  GLP is to perform this monthly.
	

	
	
	

	URN.4.180
	Is there a procedure available if acceptable temperature ranges are exceeded?
	Yes   No   N/A

	
	
	

	
	
	

	URN.5   Quality Control

	
	
	

	URN.5.10
	Are controls run and documented on each day of use?
	Yes   No   N/A

	
	
	

	
	Standard:  For qualitative tests, a positive and negative control must be run and documented each day of use.
	

	
	
	

	
	Standard:  For quantitative tests, 2 controls at 2 different concentrations must be run and documented each day of use.
	

	
	
	

	
	Standard:  Controls may be limited to electronic/procedural/built-in internal controls for the following:

1. For quantitative tests, 2 levels of electronic/procedural/built-in internal controls are run on each day of use.

2. For qualitative tests, 1 level of electronic/procedural/built-in internal control is run on each day of use.

3. The laboratory has documented the adequacy of electronic/procedural/built-in internal controls.  Validation includes comparisons of external controls and electronic/procedural/built-in internal controls for at least 25 determinations.

4. External controls are run:

· with each new lot number or shipment of test material 

· after major system maintenance and software upgrades

· at a frequency as recommended by the test manufacturer, or

· every 30 days
	

	
	
	

	URN.5.20
	Are control specimens tested in the same manner and by the same personnel as patient samples?
	Yes   No   N/A

	
	
	

	
	Standard:  Quality control specimens must be tested in the same manner as patient specimens.  
	

	
	
	

	URN.5.30
	Is quality control data reviewed at least monthly by the laboratory director or designate and is this review documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation of quality control must be available upon inspection.
	

	
	
	

	URN.5.40
	Are the day of use control results verified for acceptability before reporting patient results?
	Yes   No   N/A

	
	
	

	
	Standard:  Patient results will not be reported when controls yield unacceptable results.
	

	
	
	

	URN.5.50
	Are tolerance limits established for the controls run on each day of use?
	Yes   No   N/A

	
	
	

	
	Standard:  Tolerance limits may have numerical/qualitative limits established by the manufacturer or a valid acceptable range may have been established by the laboratory through repetitive analysis.
	

	
	
	

	URN.5.60
	Are criteria for referral of “out of control” results to the supervisor and/or senior staff identified?
	Yes   No   N/A

	
	
	

	
	Standard:  There must be criteria for “out of control” results to a supervisor and/or senior staff member.
	

	
	
	

	URN.5.70
	Is there evidence of documented corrective action taken when controls on day of use exceed defined tolerance limits?
	Yes   No   N/A

	
	
	

	
	Standard:  The laboratory must have a procedure for investigating out of control situations and the corrective action must be documented. 
	

	
	
	

	
	Does the documentation include:
	

	URN.5.80
	What was out of control?
	Yes   No   N/A

	
	
	

	URN.5.90
	Why the analysis was out of control?
	Yes   No   N/A

	
	
	

	URN.5.100
	Corrective action taken?
	Yes   No   N/A

	
	
	

	URN.5.110
	Signature/initials of individual responsible?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation of corrective action must be available upon inspection.
	

	
	
	

	URN.5.120
	Is lot number change of quality control material documented on the quality control record?
	Yes   No   N/A

	
	
	

	URN.5.130
	Are quality control records retained for at least two years?
	Yes   No   N/A

	
	
	

	
	Standard:  Quality control records should be retained a minimum of two years. 
	

	
	
	

	
	
	

	URN.6   Testing

	
	
	

	
	Complete urinalysis
	

	
	Does this include:
	

	URN.6.10
	Colour?
	Yes   No   N/A

	
	
	

	URN.6.20
	Turbidity?
	Yes   No   N/A

	
	
	

	URN.6.30
	Specific gravity (or ionic concentration)?
	Yes   No   N/A

	
	
	

	URN.6.40
	pH?
	Yes   No   N/A

	
	
	

	URN.6.50
	Glucose?
	Yes   No   N/A

	
	
	

	URN.6.60
	Protein?
	Yes   No   N/A

	
	
	

	URN.6.70
	Ketones?
	Yes   No   N/A

	
	
	

	URN.6.80
	Hemoglobin or blood?
	Yes   No   N/A

	
	
	

	URN.6.90
	Bilirubin?
	Yes   No   N/A

	
	
	

	URN.6.100
	Nitrites?
	Yes   No   N/A

	
	
	

	URN.6.110
	Leukocyte Esterase?
	Yes   No   N/A

	
	
	

	URN.6.120
	Microscopic?
	Yes   No   N/A

	
	

	

	
	Are the following formed elements recorded when present:
	

	URN.6.130
	RBCs?
	Yes   No   N/A

	
	
	

	URN.6.140
	WBCs?
	Yes   No   N/A

	
	
	

	URN.6.150
	Casts?
	Yes   No   N/A

	
	
	

	URN.6.160
	Bacteria?
	Yes   No   N/A

	
	
	

	URN.6.170
	Significant crystals?
	Yes   No   N/A

	
	
	

	URN.6.180
	Yeast/trichomonas?
	Yes   No   N/A

	
	
	

	URN.6.190
	Are there written criteria for when to perform microscopic examination?
	Yes   No   N/A

	
	
	

	
	 Standard:   Complete urinalysis shall include microscopic examination, if the following are present:  leukocyte esterase, blood protein, turbidity and nitrites.
	

	
	
	

	URN.6.200
	Does the urinalysis section of the laboratory have a documented system to ensure consistency of staff performing sediment microscopy?
	Yes   No   N/A

	
	
	

	
	Standard:  suggested methods to accomplish this include:  

1. Circulation of urine sediments

2. Multi-headed microscopy

3. Use of former survey photomicrographs

4. Digital images
	

	
	
	

	URN.6.210
	Are urine specimens examined within 4 hours of collection?
	Yes   No   N/A

	
	
	

	
	Standard:  Perform urinalysis within 4 hours of collection to ensure specimen freshness.            
	

	
	
	

	URN.6.220
	Is there a procedure defining the method for urine preservation (refrigeration or specified preservative) within the laboratory when analysis is to be delayed?   
	Yes   No   N/A

	
	
	

	URN.6.230
	Are constituents microscopically identified in the sediment (such as RBCs, WBCs or casts) correlated with macroscopic results (presence of protein, positive blood, positive leukocyte esterase, etc.)?
	Yes   No   N/A

	
	
	

	URN.6.240
	Are there criteria for identifying urine samples that may give erroneous results by the dipstick reader and thus require visual inspection or pre-analytical intervention (ie. unusual colored urines or bloody urines)?    
	Yes   No   N/A

	
	
	

	
	Standard:  Criteria must be established for identifying urine samples that may give erroneous results by the dipstick reader.
	

	
	
	

	
	Pregnancy Testing
	

	
	
	

	URN.6.250
	Are interferences identified in the manufacturer’s guidelines taken into account in the procedure?  (ie. testing for specific gravity or protein)
	Yes   No   N/A


SIGNATURES

Completed

This checklist was completed by: _____________________________________________________________________ 






Name & Professional Designation
(Please Print)

Signature: ___________________________________________________________    Date: ______________________

Reviewed 

This checklist was reviewed by: ______________________________________________________________________






Name, Title & Professional Designation      (Please Print)

Signature: ___________________________________________________________    Date: ______________________
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	College of Physicians and Surgeons of Alberta; Major Laboratory Standards, 2010

	Diagnostic Quality Assurance Program (SK); Guidelines for Laboratory Practice, 2010 Edition
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