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SPT.1   Proficiency Testing

Proficiency Testing (PT) – a program where multiple samples are periodically sent to a group of laboratories for analysis and/or identification, where each laboratory’s results are compared with those of other laboratories in the group and/or with an assigned value. 
	SPT.1.10
	Is the laboratory enrolled in an external PT program?
	Yes   No   N/A

	
	
	

	
	Standard:  Laboratories must participate in an external proficiency testing program.  The program must include all analytes on the laboratory test menu.  
	

	
	
	

	SPT.1.20
	For analytes where graded PT is not available, is there an alternative assessment procedure in place?
	Yes   No   N/A

	
	
	

	
	Standard:  Laboratories shall identify those tests for which PT is not available and develop an alternative assessment procedure.  Such testing may include split sample analysis. 
	

	
	
	

	SPT.1.30
	Is alternative assessment performed twice a year and documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Alternative assessment procedures must be performed on those tests for which PT is not available twice a year and documented.
	

	
	
	

	SPT.1.40
	Does the laboratory integrate all PT samples within the routine workload?
	Yes   No   N/A

	
	
	

	SPT.1.50
	Are PT samples analyzed by personnel who routinely test patient samples?
	Yes   No   N/A

	
	
	

	
	Standard:  PT samples shall be tested in the same manner as patient samples.  The educational purposes of PT are best served by a rotation that allows all technologists to be involved.
	

	
	
	

	SPT.1.60
	Is there documentation of corrective action of unacceptable PT results?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation of corrective action must include the specific reason for unacceptable results and actions taken to reduce the likelihood of reoccurrence.
	

	
	
	

	SPT.1.70
	Is there documented evidence of review by the laboratory director or designate of the external PT results?  
	Yes   No   N/A

	
	
	

	
	Standard:  Documented evidence of review, by the laboratory director or designate, of the PT results will be available.
	

	
	
	

	SPT.1.80
	Are PT survey results retained for two years?
	Yes   No   N/A

	
	
	

	
	Standard:  PT results shall be retained for two years.
	


	SPT.2   Specimen Collection Manual

	
	
	

	SPT.2.10
	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:
	

	SPT.2.20
	patient preparation?
	Yes   No   N/A

	
	
	

	SPT.2.30
	specimen type and amount (ie. midstream)?
	Yes   No   N/A

	
	
	

	SPT.2.40
	proper handling (ie. preservative/anticoagulant)?
	Yes   No   N/A

	
	
	

	SPT.2.50
	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.
	

	
	
	

	SPT.2.60
	Are there written criteria for specimen rejection?
	Yes   No   N/A

	
	
	

	
	Standard:  Written criteria shall be available for specimen rejection.
	

	
	
	

	
	
	

	SPT.3   Procedure Manual

	
	


	

	SPT.3.10
	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.  
	

	
	
	

	SPT.3.20
	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)
	

	SPT.3.30
	Purpose?
	Yes   No   N/A

	
	
	

	SPT.3.40
	Specimens (type, source, amount, storage)?
	Yes   No   N/A

	
	
	

	SPT.3.50
	Equipment and Materials required?
	Yes   No   N/A

	
	
	

	SPT.3.60
	Preparation and storage of reagents, standards and controls?
	Yes   No   N/A

	
	
	

	SPT.3.70
	Procedure – including Step by step instructions?
	Yes   No   N/A

	
	
	

	SPT.3.80
	Directions for calibration?
	Yes   No   N/A

	
	
	

	SPT.3.90
	Derivation of results (ie. mathematical calculations, dilutions)?
	Yes   No   N/A

	
	
	

	SPT.3.100
	Quality control?
	Yes   No   N/A

	
	
	

	SPT.3.110
	Linearity limits?
	Yes   No   N/A

	
	
	

	SPT.3.120
	Precision?
	Yes   No   N/A

	
	
	

	SPT.3.130
	Reference ranges?
	Yes   No   N/A

	
	
	

	SPT.3.140
	Clinical Significance?
	Yes   No   N/A

	
	
	

	SPT.3.150
	Critical values?
	Yes   No   N/A

	
	
	

	SPT.3.160
	Reporting results (units, stats, critical values)?
	Yes   No   N/A

	
	
	

	SPT.3.170
	Safety ?
	Yes   No   N/A

	
	


	

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

	
	
	

	SPT.3.180
	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.
	

	
	
	

	SPT.3.190
	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.  
	

	
	
	

	SPT.3.200
	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.
	

	
	
	

	SPT.3.210
	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.
	

	
	
	

	SPT.3.220
	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.  
	

	
	
	

	SPT.3.230
	Is there a current file on manufacturer’s inserts? 
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.3.240
	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. 
	

	
	
	

	
	
	

	SPT.4   Requisitions

	
	
	

	SPT.4.10
	Are all specimens accompanied by an adequate requisition?
	Yes   No   N/A

	
	
	

	
	Does the requisition include:
	

	SPT.4.20
	adequate patient identification – name and personal health number?
	Yes   No   N/A

	
	
	

	SPT.4.30
	ordering physician or authorized person ordering the test?
	Yes   No   N/A

	
	
	

	SPT.4.40
	date of birth and gender?
	Yes   No   N/A

	
	
	

	SPT.4.50
	date and time of collection?
	Yes   No   N/A

	
	
	

	SPT.4.60
	tests requested?
	Yes   No   N/A

	
	
	

	SPT.4.70
	source of specimen?
	Yes   No   N/A

	
	
	

	SPT.4.80
	clinical information, history or clinical diagnosis, when appropriate?
	Yes   No   N/A

	
	
	

	SPT.4.90
	accession number?
	Yes   No   N/A

	
	
	

	
	Standard:  The above elements should be included on the requisition.
	

	
	
	

	SPT.4.100
	Is the date and time that the specimen was received by the laboratory recorded?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.5   Reagents

	
	
	

	SPT.5.10
	Are all reagents used within their expiry date?
	Yes   No   N/A

	
	
	

	
	Are all reagents labelled with:
	

	SPT.5.20
	date of receipt?
	Yes   No   N/A

	
	
	

	SPT.5.30
	date prepared or opened?
	Yes   No   N/A

	
	
	

	SPT.5.40
	expiry date?
	Yes   No   N/A

	
	
	

	SPT.5.50
	content and concentration?
	Yes   No   N/A

	
	
	

	
	Standard:  The above elements must be recorded.
	

	
	
	

	SPT.5.60
	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 manufacturer’s instructions (may include refrigerator, freezer and room temperature, as applicable).
	

	
	
	

	SPT.5.70
	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.
	

	
	
	

	SPT.5.80
	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

	
	
	

	SPT.5.90
	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 reagents lots is acceptable.
	

	
	
	

	
	
	

	SPT.6   Instruments and Equipment

	
	
	

	SPT.6.10
	Is there a procedure for maintenance of all instruments and equipment?
	Yes   No   N/A

	
	
	

	
	Standard:  Maintenance procedures must be available.
	

	
	
	

	SPT.6.20
	Are the maintenance records reviewed by a supervisor?
	Yes   No   N/A

	
	
	

	SPT.6.30
	Is this review documented?
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.6.40
	Are there instructions for troubleshooting?  
	Yes   No   N/A

	
	
	

	
	Standard:  Instructions for troubleshooting must be available.
	

	
	
	

	SPT.6.50
	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.
	

	
	
	

	SPT.6.60
	Is there emergency power for instruments and equipment?
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.6.70
	Are instruments equipped with surge protection? (this also includes computers)
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.6.80
	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 per year and documented.  
	

	
	
	

	SPT.6.90
	Are there defined tolerance limits for result agreement of inter-instrument assays?
	Yes   No   N/A

	
	
	

	
	GLP:  Tolerance limits should be established within your laboratory.
	

	
	
	

	SPT.6.100
	Does the laboratory have a procedure for evaluating automatic pipette systems for carryover?
	Yes   No   N/A

	
	
	

	
	Standard:  The laboratory must have procedures in place for evaluating whether carryover effects are present.  This applies to stand-alone and sample pipettes integrated with instruments.  Evaluation for carryover is not required for automatic pipettes using disposable tips.  Carryover studies must be performed as part of the initial evaluation of an instrument.  Recommend that carryover studies be repeated after major maintenance or repair of pipetting assembly.
	

	
	
	

	SPT.6.110
	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. 
	

	
	
	

	SPT.6.120
	Is the temperature of water baths and/or heat blocks checked on days of use?  
	Yes   No   N/A

	
	
	

	
	Standard:  The temperature of water baths and/or heat blocks must be checked on days of patient testing.  
	

	
	
	

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

	SPT.6.130
	Room temperature?
	Yes   No   N/A

	
	
	

	SPT.6.140
	Freezer?
	Yes   No   N/A

	
	
	

	SPT.6.150
	Refrigerator?
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.6.160
	Is there evidence of active review of results of instrument maintenance and temperature?
	Yes   No   N/A

	
	
	

	SPT.6.170
	Is there a procedure available if acceptable temperature ranges are exceeded?
	Yes   No   N/A

	
	
	

	SPT.6.180
	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.
	

	
	
	

	Glassware

	
	
	

	SPT.6.200
	Are there appropriate documented procedures for handling and cleaning glassware, including methods for testing for detergent removal?
	Yes   No   N/A

	
	
	

	
	Standard:  Special instructions for micropipettes, cuvets, acid washing, etc. must be included.  The following test procedure is suitable for detecting detergent residues resulting from improper rinsing:

1. Rinse a small clean beaker by filling and emptying 3 times with source water.

2. Fill a fourth time and measure pH using  pH meter.  Record the pH as source water pH.

3. Take a piece of cleaned glassware you wish to test, fill about 10% with source water.  Use more water if necessary to get enough water to be able to sufficiently immerse the pH meter electrode.

4. Agitate water in glassware to extract residues from all possible surfaces.

5. Take pH reading with pH meter and record as glassware pH.

6. Any significant increase (0.2 or more) in pH indicates alkaline detergent residue. 
	

	
	
	

	Microscopes

	
	
	

	SPT.6.210
	Are there an adequate number of microscopes for the workload?
	Yes   No   N/A

	
	
	

	SPT.6.220
	Are all microscopes clean, well maintained and suitable for their intended use?
	Yes   No   N/A

	
	
	

	
	Standard:  Microscopes must be regularly serviced and maintained.
	

	
	
	

	SPT.6.230
	Is there an adequate selection of objective lenses for the specimens examined?
	Yes   No   N/A

	
	
	

	SPT.6.240
	Is there a procedure for Koehler illumination?
	Yes   No   N/A

	
	
	

	
	GLP:  There should be a procedure for Koehler illumination available.
	

	
	
	

	Centrifuges

	
	
	

	SPT.6.250
	Is there a schedule for maintenance of all centrifuges?
	Yes   No   N/A

	
	
	

	
	Standard:  Centrifuges should be kept clean and properly maintained.  A documented schedule for centrifuge maintenance must be available.
	

	
	
	

	SPT.6.260
	Are operating speeds checked and documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Verification of RPM must be performed and documented at a minimum of once per year.  
	

	
	
	

	Balances

	
	
	

	SPT.6.270
	Are balances mounted on vibration-free benches?
	Yes   No   N/A

	
	
	

	SPT.6.280
	Are balances clean and regularly serviced?
	Yes   No   N/A

	
	
	

	SPT.6.290
	Are NIST reference weights available and used for checking accuracy?
	Yes   No   N/A

	
	
	

	
	Standard:   Balances must be checked at least every 6 months if used for weighing out materials to make up standard solutions.  For other purposes, annual verification may be adequate.  Accuracy must be verified when a new balance is installed and whenever a balance is moved.
	

	
	
	

	Autoclaves

	
	
	

	SPT.6.300
	Is the autoclave monitored weekly for proper functioning?
	Yes   No   N/A

	
	
	

	
	Standard:  All autoclaves must be monitored at least weekly for proper functioning using a biological indicator (eg. Bacillus stearothermophilus spores) or its chemical equivalent.
	

	
	
	

	Pipettes

	
	
	

	SPT.6.310
	Does your laboratory check pipettes for calibration?
	Yes   No   N/A

	
	
	

	
	Standard:  Calibration checks should be performed and documented:

1. Before being placed into service

2. Every six months thereafter

3. After major service and/or repair

4. Whenever necessary for troubleshooting
	

	
	
	

	
	
	

	
	
	

	Thermometers

	
	
	

	SPT.6.320
	Are certified thermometers used in the laboratory?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.7   Quality Control

	
	
	

	SPT.7.10
	Test systems using only external controls:
	

	
	
	

	SPT.7.20
	Are two levels of external controls run each day of use?
	Yes   No   N/A

	
	
	

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

	
	
	

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

	
	
	

	SPT.7.30
	Test systems using internal controls:
	

	
	
	

	SPT.7.40
	Are internal controls run each day of use?
	Yes   No   N/A

	
	
	

	
	Standard:  For qualitative tests, 1 internal control must be run each day of testing.
	

	
	
	

	
	Standard:  For quantitative tests, 2 levels of internal controls must be run each day of testing.
	

	
	
	

	SPT.7.50
	Has the laboratory validated the internal quality control?
	Yes   No   N/A

	
	
	

	
	Standard:  Initial validation studies must include comparison of external and internal controls for at least 25 samples. 
	

	
	
	

	SPT.7.60
	Are criteria established for frequency of performing external quality control?
	Yes   No   N/A

	
	
	

	
	Standard:  External controls must be run:

1. with each new lot number or shipment of test material,

2. after major system maintenance and software upgrades,

3. at a frequency as recommended by the test manufacturer, or

4. every 30 days, whichever is more frequent.
	

	
	
	

	SPT.7.70
	For quantitative tests, has a statistically valid target range (mean, SD, CV) been established for each lot of control material?
	Yes   No   N/A

	
	
	

	
	Standard:  If assayed control materials are used, the values stated on the assay sheets provided by the manufacturer should be used only as guides in setting the initial control limits for testing new control materials.  Actual values for the mean and standard deviation must be established by serial testing in the laboratory.  The observed mean should fall within the range published by the manufacturer. 
	

	
	
	

	SPT.7.80
	For qualitative tests that use a cut-off value to distinguish positive from negative; is the cut-off value established initially?
	Yes   No   N/A

	
	
	

	
	Standard:  This applies only to certain tests that report qualitative results based on a quantitative measurement using a cut-off value to discriminate between a positive and negative clinical interpretation.  The cut-off value that distinguishes a positive from a negative results should be established when the test is initially placed in service.
	

	
	
	

	SPT.7.90
	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.  
	

	
	
	

	SPT.7.100
	Is quality control data reviewed at least monthly by the laboratory director or designate?
	Yes   No   N/A

	
	
	

	SPT.7.110
	Is this review documented?
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.7.120
	Are results of controls verified for acceptability before reporting results?
	Yes   No   N/A

	
	
	

	
	Standard:  Quality control data must be evaluated prior to reporting patient results.
	

	
	
	

	SPT.7.130
	Are criteria for what is considered to be out of control available to staff?
	Yes   No   N/A

	
	
	

	
	Standard:  Tolerance limits for control procedures must be defined.
	

	
	
	

	SPT.7.140
	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.
	

	
	
	

	SPT.7.150
	Is there documentation of corrective action taken when controls exceed defined tolerance limits?
	Yes   No   N/A

	
	
	

	
	Does the documentation include:
	

	SPT.7.160
	What was out of control?
	Yes   No   N/A

	
	
	

	SPT.7.170
	Why the analysis was out of control?
	Yes   No   N/A

	
	
	

	SPT.7.180
	Corrective action taken?
	Yes   No   N/A

	
	
	

	SPT.7.190
	Signature/initials of individual responsible?
	Yes   No   N/A

	
	
	

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

	
	
	

	SPT.7.200
	Are control data organized and presented so they can be evaluated daily by technical staff to detect problems, trends, etc.?
	Yes   No   N/A

	
	
	

	
	Standard:  The graphic display of control results on charts aids in the interpretation of QC data.  (Levey-Jennings is commonly used)
	

	
	
	

	SPT.7.210
	Is lot number change of quality control material documented on the quality control record?
	Yes   No   N/A

	
	
	

	SPT.7.220
	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. 
	

	
	
	

	SPT.7.230
	Are quality control statistics (ie. SD and CV) calculated at specified intervals to define analytical imprecision?  
	Yes   No   N/A

	
	
	

	
	Standard:  QC statistics shall be calculated monthly or when 20 points accumulate.
	

	
	
	

	
	
	

	SPT.8   Testing

	
	
	

	Calibration - is the set of operations that establish, under specified conditions, the relationship between reagent system and the corresponding concentration value of an analyte.  

	
	
	

	SPT.8.10
	Are criteria established for frequency of calibration?  
	Yes   No   N/A

	
	
	

	
	Standard:  Criteria usually include:

1. At changes of reagent lots

2. QC fails to meet established criteria

3. Following major service/maintenance

4. When recommended by the manufacturer

5. At least every 6 months
	

	
	
	

	SPT.8.20
	Is there documentation of calibration for each analyte?
	Yes   No   N/A

	
	
	

	
	Standard:  There must be documentation of calibration for each analyte.  Documentation must be kept for 2 years after the method has been discontinued. 
	

	
	
	

	SPT.8.30
	Are calibrators that have method and matrix appropriate target values used?
	Yes   No   N/A

	
	
	

	
	Standard:  Calibration materials establish the relationship between method/instrument response and the corresponding concentration of an analyte.  They have defined analyte target values and appropriate matrix characteristics for the clinical specimens and specific assay method.  Many instrument systems require calibration materials with system-specific target values to produce accurate results for clinical specimens.  
	

	
	
	

	SPT.8.40
	Does your laboratory verify the calibration?  
	Yes   No   N/A

	
	
	

	
	GLP:  After calibrating, run QC and/or patient comparisons.
	

	
	
	

	Linearity – is the range of analyte values that a method can directly measure on the specimen without any dilution, concentration, or other pre-treatment not part of the usual assay process.

	
	
	

	SPT.8.50
	Is linearity of the instrument validated initially and thereafter every six months?
	Yes   No   N/A

	
	
	

	
	Standard: Linearity must be validated at least every six months and following changes in major system components or lots of reagents.  

NOTE:  If the materials used for calibration include low, midpoint and high values that cover the linear range, the linearity has been validated.
	

	
	
	

	SPT.8.60
	Is there documentation of linearity?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation must be available upon inspection.  Documentation must be kept for 2 years after the method has been discontinued.
	

	
	
	

	SPT.8.70
	Is there a procedure in place to ensure correct results are reported if the result falls outside of linearity?
	Yes   No   N/A

	
	
	

	
	Standard:  A measured value that is outside of linearity may be unreliable and should not be reported in routine practice.  Dilution of a sample may be required to achieve a measured analyte value that falls within the linear range.  The diluted result must be within the linear range before it is mathematically corrected by the dilution factor to obtain a reportable result.  
	

	
	
	

	
	
	

	SPT.9   Spectrophotometers

	
	
	

	SPT.9.10
	Is linearity checked at least annually?
	Yes   No   N/A

	
	
	

	
	Standard:  Using standardized filters or solutions, verify that the instrument has a linear response through its usable range.
	

	
	
	

	SPT.9.20
	Is this documented?
	Yes   No   N/A

	
	
	

	SPT.9.30
	Is absorbency checked periodically with filters or standard solutions, if required by the instrument manufacturer?
	Yes   No   N/A

	
	
	

	
	Standard:  The absorbency and photometric linearity must be checked periodically with filters or standard solutions, if specified by the instrument manufacturer.
	

	
	
	

	SPT.9.40
	Are filters visually inspected annually?
	Yes   No   N/A

	
	
	

	
	Standard:  Visually inspect the filers to identify any physical degradation or color shifts.
	

	
	
	

	SPT.9.50
	Is wavelength calibration checked at least annually?  
	Yes   No   N/A

	
	
	

	
	Standard:  Using filters or colored solutions, verify the peak absorption occurs at the expected wavelength setting.
	

	
	
	

	SPT.9.60
	Is stray light checked at least annually?
	Yes   No   N/A

	
	
	

	SPT.9.70
	Is this documented?
	Yes   No   N/A

	
	
	

	SPT.9.80
	Are calibration curves verified bi-annually for procedures as well as after servicing or recalibration of the instruments?
	Yes   No   N/A

	
	
	

	
	Standard:  Calibration verification should be done with a minimum of three points.  
	

	
	
	

	SPT.9.90
	Is this documented?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.10   Atomic Absorption Spectrophotometers

	
	
	

	
	Are the following maintenance procedures performed daily, prior to sample analysis:
	

	SPT.10.10
	Aligning the burner head along the light path?
	Yes   No   N/A

	
	
	

	SPT.10.20
	Flushing aspirator and burner with water?
	Yes   No   N/A

	
	
	

	SPT.10.30
	Verify and record the lamp energy?
	Yes   No   N/A

	
	
	

	
	Standard:  The above maintenance procedures must be performed each day of use.
	

	
	
	

	
	Are the following maintenance procedures performed weekly:
	

	SPT.10.40
	Clean the aspirator and line?
	Yes   No   N/A

	
	
	

	SPT.10.50
	Check, adjust and record the flow rate using water as a sample?
	Yes   No   N/A

	
	
	

	SPT.10.60
	Clean burner, chimney and optical surface?
	Yes   No   N/A

	
	
	

	
	Standard:  The above maintenance procedures must be performed weekly.
	

	
	
	

	
	
	

	SPT.11   Radioimmunoassays

	
	
	

	SPT.11.10
	Are gamma counters or scintillation counters calibrated, results recorded and compared to previous values each day of use?
	Yes   No   N/A

	
	
	

	SPT.11.20
	Is background radioactivity determined each day of use, including the background in each well of multi-well counter? 
	Yes   No   N/A

	
	
	

	
	Standard:  Background counts should be performed at the beginning each run.
	

	
	
	

	SPT.11.30
	Are there documented criteria for acceptable (or unacceptable) background levels?
	Yes   No   N/A

	
	
	

	
	Standard:  The background count should be within manufacturer’s specifications.
	

	
	
	

	SPT.11.40
	Are counting times sufficiency long for statistical accuracy and precision?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.12   Thin Layer Chromatography (TLC)

	
	
	

	SPT.12.10
	Are appropriate standards, calibrators and controls included with each TLC batch plate?
	Yes   No   N/A

	
	
	

	
	Standard:  Standards must include compounds that test the chromatographic range of the TLC plate, and all phases of the staining/development system. 
	

	
	
	

	SPT.12.20
	Is a control extracted and run through the entire procedure for each run?
	Yes   No   N/A

	
	
	

	SPT.12.30
	Are negative and positive controls extracted and run through the entire procedure at least once a week?
	Yes   No   N/A

	
	
	

	
	Standard: Positive and negative controls must be extracted and carried through the entire procedure at least weekly. 
	

	
	
	

	SPT.12.40
	Are solvents prepared fresh as needed or if a commercial kit is used, are the manufacturer’s instructions followed?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.13   High Performance Liquid Chromatography (HPLC)

	
	
	

	SPT.13.10
	Are calibrators or standards run with each analytic batch?
	Yes   No   N/A

	
	
	

	
	Standard:  Calibators must be run with each analytic batch.  A calibrator should be run at a level near the assay’s limit of detection or at critical decision points (ie. threshold for positive or toxicity).   
	

	
	
	

	SPT.13.20
	Are controls extracted and run through the entire procedure?
	Yes   No   N/A

	
	
	

	
	Standard:  Controls must evaluate the complete testing process.  The control process includes any pre-treatment, pre-purification or extraction steps, unless unpretreated are unstable.  For qualitative assays, the negative and positive controls should be at concentrations that confirm performance below and above the decision threshold for the analyte.  For quantitative assays, controls must include at least a negative, subtherapeutic or non-diseased concentration, and at least one concentration consistent with a positive, therapeutic or diseased condition.  In some cases (ie. qualitative or quantitative toxicology assays) an additional control concentration may be useful to confirm performance near the assay’s limit of detection (LOD), limit of quantitation (LOQ) or cut-off, if appropriate, or at a concentration consistent with toxic or highly abnormal levels that test the AMR.  For quantitative and qualitative toxic substance drug screen assays for analytes which normally are not present in biological fluids, a negative (less than LOD) matrix control must also be included.  
	

	
	
	

	SPT.13.30
	If a hydrolysis step is required, does the laboratory include a control?
	Yes   No   N/A

	
	
	

	SPT.13.40
	Are new columns verified for performance before use?
	Yes   No   N/A

	
	
	

	SPT.13.50
	Is there a criteria established for monitoring the performance of the column and detector on each day of use? 
	Yes   No   N/A

	
	
	

	
	Standard:  Criteria for evaluating such parameters as retention time, relative retention compounds time, separation of closely eluting compounds of interest, plates, chromatography quality and detector response should be established and monitored.
	

	
	
	

	SPT.13.60
	Is there a procedure for the detection of potential carryover?  
	Yes   No   N/A

	
	
	

	
	Standard:  No matter what type of injection is used, the procedure must address criteria for the evaluation of potential carryover from a high concentration sample to the following sample in each analytical batch analysis.
	

	
	
	

	SPT.13.70
	Is instrument performance (ie. retention times, detector response) checked after major instrument maintenance?
	Yes   No   N/A

	
	
	

	
	
	

	SPT.14   Gas Chromatography (GC)

	
	
	

	SPT.14.10
	Are calibrators or standards run with each analytic batch?
	Yes   No   N/A

	
	
	

	
	Standard:  A calibrator should be run at a level near the assay’s limit of detection or at critical decision points (ie. toxic level). 
	

	
	
	

	SPT.14.20
	Are controls extracted and run through the entire procedure?
	Yes   No   N/A

	
	
	

	
	Standard:  Controls must evaluate the complete testing process.  The control process includes any pre-treatment, pre-purification or extraction steps, unless unpretreated are unstable.  For qualitative assays, the negative and positive controls should be at concentrations that confirm performance below and above the decision threshold for the analyte.  For quantitative assays, controls must include at least a negative, subtherapeutic or non-diseased concentration, and at least one concentration consistent with a positive, therapeutic or diseased condition.  In some cases (ie. qualitative or quantitative toxicology assays) an additional control concentration may be useful to confirm performance near the assay’s limit of detection (LOD), limit of quantitation (LOQ) or cut-off, if appropriate, or at a concentration consistent with toxic or highly abnormal levels that test the AMR.  For quantitative and qualitative toxic substance drug screen assays for analytes which normally are not present in biological fluids, a negative (less than LOD) matrix control must also be included.  
	

	
	
	

	SPT.14.30
	If a hydrolysis step is required, does the laboratory include a control?
	Yes   No   N/A

	
	
	

	
	Is there a procedure for detection and evaluation of potential carryover?
	Yes   No   N/A

	SPT.14.40
	
	

	
	Standard:  No matter what type of injection is used, the procedure must address criteria for the evaluation of potential carryover from a high concentration sample to the following sample in each analytical batch analysis.
	

	
	
	

	SPT.14.50
	Are new columns verified before use?
	Yes   No   N/A

	
	
	

	SPT.14.60
	Is there criteria established for monitoring the performance of the column and detector on each day of use?
	Yes   No   N/A

	
	
	

	
	Standard:  Criteria for evaluating such parameters as retention time, relative retention time, separation of closely eluting compounds of interest, plates, chromatography quality and detector response should be established and monitored.
	

	
	
	

	
	Are the following maintenance procedures performed on each day of use:
	

	SPT.14.70
	Tank pressure?
	Yes   No   N/A

	
	
	

	SPT.14.80
	Flow rates?
	Yes   No   N/A

	
	
	

	SPT.14.90
	Septum changes?
	Yes   No   N/A

	
	
	

	SPT.14.100
	Column changes?
	Yes   No   N/A

	
	
	

	SPT.14.110
	Are gas lines checked regularly for leaks?
	Yes   No   N/A

	
	
	

	
	Standard:  Records of gas line checks must be documented at defined frequency.
	

	
	
	

	
	
	

	SPT.15   Mass Spectrometry (MS)

	
	
	

	SPT.15.10
	Are mass spectrometers tuned each day of patient testing or according to manufacturer’s recommendations? 
	Yes   No   N/A

	
	
	

	SPT.15.20
	Are tune records maintained?
	Yes   No   N/A

	
	
	

	
	GLP:  Acceptable tolerance limits for tune parameters must be defined and tune records maintained.  
	

	
	
	

	SPT.15.30
	Are the identification criteria for single stage mass spectrometry (ie. CG/MS, LC/MS) in compliance with recommendations?
	Yes   No   N/A

	
	
	

	
	Standard:  One acceptable criterion for compound identification by GC/MS using ion ratios is that the unknown result must have ion ratios within a prescribed acceptance or tolerance limit (eg ± 20% of those of calibrators).  This limit should be supported by either literature references (eg. CLSI 43-A2 for for GC/MS) or through experimental means.  Such ion ratio tolerance limits may differ based on the technique applied (eg. GC/MS versus LC/MS) as well as the analyte(s) being determined (eg. compounds with mainly ions of low abundance); thus, a defined limit to cover all methods and analytes cannot be given.  In general, for LC/MS, ion ratios of 30% are practical and attainable.  However, consideration should be given to the relative abundance of the generated ions.

Identification using ion ratios typically requires the use of at least 2 ion ratios.  However, one ion ratio of 2 characteristic ions may be acceptable if there are only a few characteristic rations AND if there are other identifying characteristics,  eg. retention time.  The internal standard’s identification should be monitored with at least one ion ratio.  An acceptable criterion for compound identification using total spectra is that the unknown result must have a “spectral match” quality or fit that is within the defined limits that the laboratory has set and validated.  Ion ratios determined from total spectra analysis are an acceptable identification method, and should fulfil the same criteria as given above for ion ratio identification.

Laboratories using mass spectrometric methods for quantitative purposes only without ion ratios should have ancillary information and assay characteristics that validate this process, eg. known compound of interest, retention times, potential interferences by endogenous compounds or other drugs/metabolites, etc.
	

	
	
	

	SPT.15.40
	Do the identification criteria for tandem mass spectrometry (MS/MS) comply with recommendations?
	Yes   No   N/A

	
	
	

	
	Standard:  An acceptable tolerance criterion for compound identification using ion ratios is mandatory in addition to a defined number of ion ratios.  Tolerance limits should accurately reflect the limitations of the method employed and should be supported by references from the literature or experimental data.  For example, in GC/MS/MS, the unknown result may have prescribed ion ratio tolerances within ± 25% of the extracted calibrator(s).  In another approach for  GC/MS/MS and LC/MS/MS, a two-fold acceptance criteria of data is applied whereby both tolerances for at least 3 ion ratios based on relative ion intensity (see table below) and a relative scoring system must be within prescribed limits.

Importantly, other procedures may exist.  Again, each laboratory should have a method in place that is generally accepted or readily supportable.

Also note, identification using selected reaction monitoring (SRM) typically requires the use of at least one ion ratio.  Where only a single ion ratio is used, other assay characteristics should be considered to strengthen the identification, eg. retention time, control for interferences, etc.  If enough ions of sufficient abundance exist, two or more ion ratios should be monitored.  Identification is strengthened with a greater number of ion ratios.  The internal standard’s identification should be monitored with at least one ion ratio.  An acceptable criterion for compound identification using total spectra is that the unknown result must have a “spectral match” quality or fit that is within the defined limits that the laboratory has set and revalidated.  Ion ratios determined from total spectral analysis are an acceptable identification method and should fulfil the same criteria as given above for ion ratio identifications.

Laboratories using tandem mass spectrometric methods for quantitative purposes only without ion ratios should have ancillary information and assay characteristics that validate this process, eg. known administration of a drug to a patient, retention times, potential interferences by endogenous compounds or other drugs/metabolites, etc. 
	

	
	
	

	
	Relative Intensity (% of base peak)
	Maximum Tolerance for LC-MSn
	

	
	>50%
	20%
	

	
	>20-50%
	25%
	

	
	>10-20%
	30%
	

	
	10%
	50%
	

	
	
	

	SPT.15.50
	Does the laboratory’s assay procedure for LC/MS include an evaluation for possible ion-suppression?
	Yes   No   N/A

	
	
	

	
	Standard:  Ion suppression is a recognized analytical anomaly in LC/MS experiments.  Such suppression can lead to false negative results or poor quantitative analyses. While difficult to predict and observe from specimen to specimen, certain precautions should be used to try to recognize when ion suppression occurs.  As an example, for isotopically-labelled internal standards, if there is poor recovery of the internal standard, a signal to noise ratio greater than 3:1 should still suffice for acceptance of the specimen in question.  If recovery of the isotopically-labelled internal standard is considered poor, then an alternate analysis should be considered, eg. the method of standard addition.  For analogue-type internal standards, internal standard recovery may be used as a guide for identification of ion suppression, although another option, such as the method of standard addition, would be a reasonable alternative.  
	

	
	
	

	
	Are mass spectrometric identification performed by:
	

	SPT.15.60
	Selected Ion Monitoring (SIC)?
	Yes   No   N/A

	
	
	

	SPT.15.70
	Total Ion Current (TIC)?
	Yes   No   N/A

	
	
	

	SPT.15.80
	Where applicable, are TIC identification criteria based on retention time and MS Library?
	Yes   No   N/A

	
	
	

	
	Standard:  The mass spectral identification criteria must be consistent with retention times and library.
	

	
	
	

	SPT.15.90
	Are SIM spectra identification criteria based on retention time?
	Yes   No   N/A

	
	
	

	SPT.15.100
	Is there documentation indicating the precision of each assay around the cut-off?
	Yes   No   N/A

	
	
	

	
	Standard:  The precision of each assay around the cut-off must be determined.
	

	
	
	

	SPT.15.110
	Is there evidence that the limit of detection (sensitivity) and the linearity for quantitative methods has been determined for each procedure?
	Yes   No   N/A

	
	
	

	
	Standard:  Each procedure must have documented evidence of sensitivity and linearity.
	

	
	
	

	SPT.15.120
	Are there criteria for the detection of potential carryover?
	Yes   No   N/A

	
	
	

	
	Standard:  No matter what type of injection is used, there must be criteria for the evaluation of potential carryover from a high concentration sample to the following sample.
	

	
	
	

	
	
	

	SPT.16   MATERNal Screening

	
	
	

	
	Do the requisitions contain the following information:
	

	SPT.16.10
	Collection date?
	Yes   No   N/A

	
	
	

	SPT.16.20
	Last menstrual period (LMP) or estimated gestational age by ultrasound?
	Yes   No   N/A

	
	
	

	SPT.16.30
	Maternal birth date?
	Yes   No   N/A

	
	
	

	SPT.16.40
	Patient race?
	Yes   No   N/A

	
	
	

	SPT.16.50
	Maternal weight?
	Yes   No   N/A

	
	
	

	SPT.16.60
	History of insulin-dependent diabetes mellitus?
	Yes   No   N/A

	
	
	

	SPT.16.70
	Clinical evidence of multiple gestations?
	Yes   No   N/A

	
	
	

	SPT.16.80
	Initial screening sample or a repeat test for this pregnancy?
	Yes   No   N/A

	
	
	

	
	Standard:  Prenatal screening requisitions must contain the above specific information.  
	

	
	
	

	SPT.16.90
	Is there documentation that the laboratory has established its own median values or verified that the manufacturer’s package insert or other source of medians is appropriate for the population being screened?
	Yes   No   N/A

	
	
	

	
	Standard:  There must be documentation that the laboratory has established its own normal median AFP values or verified the manufacturer’s package insert or other source for the population being screened.
	

	
	
	

	SPT.16.100
	Are medians recalculated or re-verified at least annually?
	Yes   No   N/A

	
	
	

	
	Standard:  Medians must be updated at least annually.
	

	
	
	

	SPT.16.110
	Are the percentages of women with screen-positive test results for both neural tube defects and Down’s Syndrome calculated and reviewed at least quarterly?
	Yes   No   N/A

	
	
	

	
	Standard:  Regular comparison of a laboratory’s screen positive rates with expected rates serves as a continuing measure of assay quality, appropriateness of medians and accuracy of gestational dating.
	

	
	
	

	SPT.16.120
	If calculations are performed on a computer is there documentation that these calculations were initially verified for accuracy and re-verified with any software updates or change?
	Yes   No   N/A

	
	
	

	
	Standard:  Calculations must be validated annually and when changes or revisions are made to the database and/or specific procedure.
	

	
	
	

	
	Is the following information included in the report:
	

	SPT.16.130
	Date of birth?
	Yes   No   N/A

	
	
	

	SPT.16.140
	Maternal weight?
	Yes   No   N/A

	
	
	

	SPT.16.150
	Maternal race?
	Yes   No   N/A

	
	
	

	SPT.16.160
	First day of last menstrual period or gestational age as determined by ultrasound examination?
	Yes   No   N/A

	
	
	

	SPT.16.170
	Specimen draw date?
	Yes   No   N/A

	
	
	

	SPT.16.180
	Initial or repeat specimen?
	Yes   No   N/A

	
	
	

	SPT.16.190
	Presence of insulin dependent diabetes?
	Yes   No   N/A

	
	
	

	SPT.16.200
	Presence of multiple gestation?
	Yes   No   N/A

	
	
	

	
	Standard:  Reports must include the above information.
	

	
	
	

	SPT.16.210
	Are test results reported as multiples of the median (MoM)?
	Yes   No   N/A

	
	
	

	
	Standard:  Patient concentrations are expressed as the MoM.
	

	
	
	

	SPT.16.220
	Does the report classify a pregnancy as screen-positive or screen-negative for open neural tube defects, based on the maternal screen test results?
	Yes   No   N/A

	
	
	

	SPT.16.230
	Does the report classify a pregnancy as screen-positive or screen-negative for fetal Down’s Syndrome, based on the calculated risk?
	Yes   No   N/A

	
	
	

	
	Standard:  Reports should be simple and clear, presenting the marker levels in units of assay measurement and in MoM values and a categorization into screen-positive or screen-negative according to pre-assigned criteria.
	

	
	
	

	SPT.16.240
	If an amniotic fluid sample has an elevated AFP MoM is the fluid checked for fetal blood contamination?
	Yes   No   N/A

	
	
	

	
	Standard:  Fetal blood contains a much higher concentration of AFP than amniotic fluid and contamination of fluid with fetal blood is a common source of false-positive AFAFP results.
	

	
	
	

	SPT.16.250
	Is at least one amniotic fluid dilution control processed with each analytic run of amniotic fluids?
	Yes   No   N/A

	
	
	

	
	Standard:  At least one amniotic fluid dilution control must be processed with each analytic run of amniotic fluid.  
	

	
	
	

	SPT.16.260
	Is acetylcholinesterase (AChE) testing performed on all amniotic fluids having elevated AFAFP concentration?
	Yes   No   N/A

	
	
	

	
	Standard:  Acetylcholinesterase (AChE) testing is an essential confirmatory test for amniotic fluids with abnormal AFP results.  The odds of having a fetus with a neural tube defect are considerably greater if both the AFAFP is elevated and the AChE is positive.  The addition of AChE for the detection of neural tube defects will reduce the false-positive rate while maintaining a high detection rate.  
	

	
	
	

	SPT.16.270
	If no, explain what samples are not tested for AChE
	

	
	____________________________________________________________________________________________________________________________________________
	

	
	
	

	SPT.16.280
	If AChE is run in-house, are both positive and negative controls included with each analytic run?
	Yes   No   N/A

	
	
	

	
	Standard:  If AChE is run in-house, both positive and negative controls shall be included with each analytic run.
	

	
	
	

	SPT.16.290
	If AChE is run in-house, are positive results confirmed by addition of a specific inhibitor?
	Yes   No   N/A

	
	
	

	
	Standard:  AChE-positive results must be confirmed by addition of a specific inhibitor.
	

	
	
	

	
	
	

	

	SPT.17   Newborn Screening 

	
	
	

	SPT.17.10
	Is the newborn screening program monitored to ensure 100% screening?
	Yes   No   N/A

	
	
	

	
	Standard:  The program shall be monitored to ensure 100% screening. 
	

	
	
	

	SPT.17.20
	Is collection of sample required before discharge?
	Yes   No   N/A

	
	
	

	
	Standard:  Collection of the sample is required before discharge.
	

	
	
	

	SPT.17.30
	Is transit time to the laboratory monitored?
	Yes   No   N/A

	
	
	

	
	Standard:  Transit time to the laboratory  shall be monitored.
	

	
	
	

	SPT.17.40
	Are delayed samples tested?
	Yes   No   N/A

	
	
	

	
	Standard:  Delayed samples shall be tested?
	

	
	
	

	SPT.17.50
	What is the number of delayed samples each month? __________________________
	Yes   No   N/A

	
	
	

	SPT.17.60
	Are unsatisfactory samples analyzed?
	Yes   No   N/A

	
	
	

	SPT.17.70
	If yes, please explain:
	

	
	__________________________________________________________________________________________________________________________________________________________________________________________________________________
	

	
	
	

	SPT.17.80
	What is the number of NSQ/unsatisfactory samples each month? ________________
	

	
	
	

	
	Is a repeat screen requested for:
	

	SPT.17.90
	All abnormal results?
	Yes   No   N/A

	
	
	

	SPT.17.100
	Early discharge from hospital?
	Yes   No   N/A

	
	
	

	SPT.17.110
	Data omission?
	Yes   No   N/A

	
	
	

	
	Standard:  A repeat screen shall be requested on all abnormal results, babies discharged early from the hospital and in cases of data omission.  
	

	
	
	

	SPT.17.120
	What is the number of delayed re-screens each month? _________________
	

	
	
	

	SPT.17.130
	Is there monitoring to ensure collection of all repeat samples?
	Yes   No   N/A

	
	
	

	
	Standard:  The program shall be monitored to ensure collections of all repeat samples.  
	

	
	
	

	SPT.17.140
	Is there a registry of abnormal results?
	Yes   No   N/A

	
	
	

	
	Standard:  There shall be a registry of abnormal results.
	

	
	
	

	
	
	

	SPT.18   Sweat Testing for Cystic Fibrosis

	
	
	

	SPT.18.10
	Is the sweat test offered only to patients at an appropriate age?
	Yes   No   N/A

	
	
	

	
	Standard:  Testing should be performed on patients who are at least 48 hours old.  
	

	
	
	

	SPT.18.20
	Does the testing protocol require a sweat stimulation and collection from the patient’s lower arm or upper leg, using a site that is free from diffuse inflammation or rash?
	Yes   No   N/A

	
	
	

	
	Standard:  The protocol should require that sweat is stimulated and collected from the patient’s lower arm or leg.  Sweat must not be stimulated or collected from the head or trunk or an area of inflammation, rash or eczema, because of contamination by serous fluid.
	

	
	
	

	SPT.18.30
	Does the procedure specify the conditions of iontophoresis?
	Yes   No   N/A

	
	
	

	
	Standard:  For safety reasons, the iontophoretic current source must be battery powered to avoid the possibility of patient exposure to line voltage.  For manually controlled devices, iontophoresis must be performed for no more than 5 minutes at a current less than 4mA, to prevent burns.  The iontophoresis unit must undergo a documented, regular maintenance procedure by qualified personnel for current leakage and current control.  
	

	
	
	

	SPT.18.40
	Does the procedure specify that iontophoresis is withheld from patients receiving oxygen by an open delivery system?
	Yes   No   N/A

	
	
	

	
	Standard:  While the possibility of an explosion due to the generation of an electrical spark is remote, it cannot be ignored.  These patients can temporarily receive oxygen via a facemask or nasal cannula, in which case sweat testing can be done.
	

	
	
	

	SPT.18.50
	Does the procedure specify that the area of iontophoretic stimulation is equivalent to the area of sweat collection?
	Yes   No   N/A

	
	
	

	
	Standard:  The procedure must specify that the area of stimulation and collection must be of similar size to the collecting material used (gauze, filter paper or microbore tubing), in order to allow appropriate determination of sweat rate and to minimize evaporation or dilution of the chloride by non-stimulated sweat.
	

	
	
	

	SPT.18.60
	Does the procedure specify the parameters of sweat collection?
	Yes   No   N/A

	
	
	

	
	Standard:  These must include an established minimum acceptable sweat volume or weight based on the area of stimulation, area of collection and standardized time for collection.  The average sweat rate should exceed 1 g/m2/min, which corresponds to a minimum sample weight of about 75mg of sweat collected on a 2 x 2 inch gauze or filer paper and about 15uL of sweat collected in macroduct coil in 30 minutes.  Samples less than the required volume or weight must not be analyzed.
	

	
	
	

	SPT.18.70
	Does the procedure specify that multiple insufficient sweat samples are rejected and not pooled for analysis?
	Yes   No   N/A

	
	
	

	
	Standard:  The laboratory must reject individual samples that do not meet minimum sample size requirements.
	

	
	
	

	SPT.18.80
	Does the laboratory report indicate the analytes measured in the sweat analysis and the reference ranges?  
	Yes   No   N/A

	
	
	

	
	Standard:  The laboratory report must clearly indicate the analytes measured in the sweat test, and the reference ranges.
	

	
	
	

	SPT.18.90
	If the test performed is a screening test, is it indicated on the report?
	Yes   No   N/A

	
	
	

	
	GLP:  It is good laboratory practice to indicate on the report if this is a screening test.
	

	
	
	

	SPT.18.100
	If the test performed is a confirmatory test, is the upper limit of reportable sweat chloride results less than or equal to 160 mmol/L?
	Yes   No   N/A

	
	
	

	
	Standard:  Sweat chloride concentrations greater than 160 mmol/L are not physiologically possible.  Results of sweat chloride testing greater than 160 mmol/L must not be reported and the patient re-tested.
	

	
	
	

	SPT.18.110
	Are the personnel performing sweat test collection and analysis trained to ensure proficiency with collection and analysis procedures?
	Yes   No   N/A

	
	
	

	
	Standard:  Personnel must perform sufficient number of collections and analyses as determined by the laboratory director, to remain proficient.
A minimum of 50 sweat tests per annum should be performed in any one centre.

A minimum of 10 collection procedures should be performed per person per annum.  
	

	
	
	

	
	
	

	SPT.19   Reports

	
	
	

	
	Do the report forms include:
	

	SPT.19.10
	patient name and personal health number?
	Yes   No   N/A

	
	
	

	SPT.19.20
	physician or authorized person ordering test?
	Yes   No   N/A

	
	
	

	SPT.19.30
	date and time of specimen collection?
	Yes   No   N/A

	
	
	

	SPT.19.40
	test result(s) and units of measurement (when applicable)?
	Yes   No   N/A

	
	
	

	SPT.19.50
	reference values?
	Yes   No   N/A

	
	
	

	SPT.19.60
	date and time of report release?
	Yes   No   N/A

	
	
	

	SPT.19.70
	conditions of specimen that may limit adequacy of testing?
	Yes   No   N/A

	
	
	

	SPT.19.80
	name of laboratory performing the test(s)?
	Yes   No   N/A

	
	
	

	SPT.19.90
	specimen source?
	Yes   No   N/A

	
	
	

	SPT.19.100
	specimen collected by?
	Yes   No   N/A

	
	
	

	
	Standard:  All of the above elements, as applicable, must be in the report that is available/sent to the clinician.
Note:  The identity of the technologist who performed the test should be traceable.
	

	
	
	

	SPT.19.110
	Are there established criteria for immediate notification of critical test results?
	Yes   No   N/A

	
	
	

	
	Standard:  The technologist must be familiar with critical results of laboratory tests.  
	

	
	
	

	SPT.19.120
	Is there documentation of notification to the proper clinical individual of results of all critical values?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation of notification to clinical individuals includes: date, time, laboratory individual, person notified and results.  
	

	
	
	

	SPT.19.130
	Does the laboratory have a policy regarding “read back” of critical values that are communicated verbally or by phone?
	Yes   No   N/A

	
	
	

	
	Standard:  Laboratory personnel must document read-back of critical values.
	

	
	
	

	
	Is confidentiality ensured for laboratory results received and distributed by the laboratory via:
	

	SPT.19.140
	Fax?
	Yes   No   N/A

	
	
	

	SPT.19.150
	Electronic Mail?
	Yes   No   N/A

	
	
	

	SPT.19.160
	Mail?
	Yes   No   N/A

	
	
	

	SPT.19.170
	Delivery?
	Yes   No   N/A

	
	
	

	
	Standard:  Patient confidentiality must be ensured during receipt or distribution of all test results.
	

	
	
	

	SPT.19.180
	Is there a procedure to identify and trace late/lost reports?
	Yes   No   N/A

	
	
	

	SPT.19.190
	Is there a policy for retention of patient reports?
	Yes   No   N/A

	
	
	

	
	Standard:  Refer to LQAP Guidelines for Laboratory Practice, 2010 Edition
	

	
	
	

	SPT.19.200
	Does the laboratory promptly notify clinical personnel and issue a corrected report when errors are detected in patient test reports?
	Yes   No   N/A

	
	
	

	
	Standard:  When errors are detected in patient test reports, the laboratory must promptly notify responsible clinical personnel and issue a corrected report.
	

	
	
	

	SPT.19.210
	Is there a documented system to ensure that all revised reports for previously reported incorrect patient results are identified as amended on all forms of patient reports?
	Yes   No   N/A

	
	
	

	
	Standard:  Reports that display amended results must clearly indicate that the new result is a change from a previously reported result.  Both the correct and incorrect results should be reported together, and clearly indicate the current value and the date/time the corrected result was originally reported.
	

	
	
	

	SPT.19.220
	Is there a policy regarding the communication and documentation of reportable diseases?
	Yes   No   N/A

	
	
	

	
	Standard:  The laboratory must have a policy to ensure that diagnoses of any reportable diseases are communicated to the responsible clinician and MHO in a timely manner.
	

	
	
	

	SPT.19.230
	Are all patient results reported with reference ranges?
	Yes   No   N/A

	
	
	

	
	Standard:  Reference ranges must accompany patient results.  Reporting results with reference ranges allows for correct interpretation of patient results. 
	

	
	
	

	SPT.19.240
	Are reference ranges verified or established by the laboratory for the population being tested?
	Yes   No   N/A

	
	
	

	
	Standard:   Age and gender specific reference ranges must be verified or established by the laboratory.  
	

	
	
	

	SPT.19.250
	Is there a stat list in place?
	Yes   No   N/A

	
	
	

	SPT.19.260
	Are stat results available within a reasonable time?
	Yes   No   N/A

	
	
	

	
	Standard:  A reasonable time for available STAT results is 1 hour after specimen receipt in the laboratory.
	

	
	
	

	SPT.19.270
	Are routine results available within a reasonable time?
	Yes   No   N/A

	
	
	

	
	Standard:  A reasonable time for available routine results is 4-8 hours, if receipt or collection of specimen is in the morning. 
	

	
	
	

	SPT.19.280
	Is the referral laboratory identified on the final report, if specimens are referred out?
	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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