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	Point-of-Care Testing Inspection Checklist

	Facility:  _______________________________________

Date of Inspection:  ______________________________
	


POINT-OF-CARE TESTING INSPECTION CHECKLIST

Summary of Checklist Changes

The following requirements have been revised, added or deleted in this edition of the checklist.

REVISED Checklist Questions:
Question


Effective Date
PCT.6.140


January 1, 2012

PCT.8.100


January 1, 2012

PCT.9.50-PCT.9.90

January 1, 2012    

      Have been re-numbered to:    PCT.9.130-PCT.9.170

PCT.9.110


January 1, 2012 

ADDED Checklist Questions:

DELETED Checklist Questions:
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	PCT.1   Personnel

	
	
	

	PCT.1.10
	Is there evidence that testing personnel have adequate, specific training to ensure competence?
	Yes   No   N/A

	
	
	

	PCT.1.20
	Is this documented?
	Yes   No   N/A

	
	
	

	
	Standard:  All testing personnel must have specific documented training to perform testing.
	

	
	
	

	PCT.1.30
	Is there a current list of POCT personnel that specifies tests that each individual is authorized to perform?
	Yes   No   N/A

	
	
	

	PCT.1.40
	Is there a documented program to ensure that each person performing POCT maintains satisfactory levels of competence?
	Yes   No   N/A

	
	
	

	
	Standard:  On an annual basis, all personnel must demonstrate competency for each test they perform.  This must be documented.
	

	
	
	

	PCT.1.50
	Does the laboratory director oversee the POCT program?
	Yes   No   N/A

	
	
	

	
	Standard:  The director is responsible for the overall operation and administration of the POCT program.
	

	
	
	

	PCT.1.60
	Does the POCT program have an organizational structure defining levels of responsibility?
	Yes   No   N/A

	
	
	

	
	Standard:  An organizational structure must identify qualified persons who are responsible for pre-analytic, analytic and post-analytic aspects of POCT. 
	

	
	
	

	
	
	

	PCT.2   Specimen Collection Manual

	
	
	

	PCT.2.10
	Is there a procedure describing methods for patient identification, patient preparation, specimen collection, labelling and accessioning before testing?
	Yes   No   N/A

	
	
	

	
	Standard:  Specific instructions for the proper collection and handling of specimens must be made available to point-of-care testing personnel.
	

	
	
	

	
	
	

	PCT.3   Procedure Manual

	
	


	

	PCT.3.10
	Is a current procedure manual available?

     
	Yes   No   N/A

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

	
	
	

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

	PCT.3.20
	Purpose?
	Yes   No   N/A

	
	
	

	PCT.3.30
	Specimens (type, source, amount, storage)?
	Yes   No   N/A

	
	
	

	PCT.3.40
	Equipment and Materials required?
	Yes   No   N/A

	
	
	

	PCT.3.50
	Preparation and storage of reagents, standards and controls?
	Yes   No   N/A

	
	
	

	PCT.3.60
	Procedure – including step by step instructions?
	Yes   No   N/A

	
	
	

	PCT.3.70
	Directions for calibration?
	Yes   No   N/A

	
	
	

	PCT.3.80
	Corrective action?
	Yes   No   N/A

	
	
	

	PCT.3.90
	Quality control?
	Yes   No   N/A

	
	
	

	PCT.3.100
	Linearity limits?
	Yes   No   N/A

	
	
	

	PCT.3.110
	Reference ranges?
	Yes   No   N/A

	
	
	

	PCT.3.120
	Clinical Significance?
	Yes   No   N/A

	
	
	

	PCT.3.130
	Critical values?
	Yes   No   N/A

	
	
	

	PCT.3.140
	Reporting results (units, stats, critical values)?
	Yes   No   N/A

	
	


	

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

	
	
	

	PCT.3.150
	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.  This review must be documented.
	

	
	
	

	PCT.3.160
	Is there documentation of annual review of the procedure manual by the testing personnel?
	Yes   No   N/A

	
	
	

	
	Standard:  Annual review of procedure manuals ensure testing personnel are aware of current procedures.  This review must be documented.  
	

	
	
	

	PCT.3.170
	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.
	

	
	
	

	PCT.3.180
	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.  
	

	
	
	

	
	
	

	PCT.4   Reagents

	
	
	

	PCT.4.10
	Are all reagents used within their expiry date?
	Yes   No   N/A

	
	
	

	
	Are all reagents labelled with:
	

	PCT.4.20
	Date of receipt?
	Yes   No   N/A

	
	
	

	PCT.4.30
	Date prepared or opened?
	Yes   No   N/A

	
	
	

	PCT.4.40
	Expiry date?
	Yes   No   N/A

	
	
	

	PCT.4.50
	Content and concentration?
	Yes   No   N/A

	
	
	

	
	Standard:  The above elements must be recorded.
	

	
	
	

	PCT.4.60
	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).
	

	
	
	

	PCT.4.70
	If there are multiple components of a reagent kit, does the testing personnel use components of reagent kits only within the same kit lot, unless otherwise specified by the manufacturer?
	Yes   No   N/A

	
	
	

	
	
	

	PCT.5   Instruments/Equipment

	
	
	

	PCT.5.10
	Is there a maintenance schedule for the operating characteristics of all instruments in use?
	Yes   No   N/A

	
	
	

	
	Standard:  All users must follow the manufacturer’s recommended schedule.
	

	
	
	

	PCT.5.20
	Are the maintenance records reviewed by a supervisor?
	Yes   No   N/A

	
	
	

	PCT.5.30
	Is this review documented?
	Yes   No   N/A

	
	
	

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

	
	
	

	PCT.5.40
	Are there instructions for troubleshooting?  
	Yes   No   N/A

	
	
	

	
	Standard:  Instructions for troubleshooting must be available.
	

	
	
	

	
	
	

	PCT.6   Quality Control

	
	
	

	PCT.6.10
	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.
	

	
	
	

	
	*Exception:  Whole Blood Glucose – one control tested each day of patient testing; alternating levels of control. (reference: Guidelines for Laboratory Practice – 2012)
	

	
	
	

	
	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
	

	
	
	

	PCT.6.20
	Are control specimens tested in the same manner and by the same personnel as patient samples?
	Yes   No   N/A

	
	
	

	
	Standard:  Quality control must be performed by the testing personnel.  Each operator should perform a minimum of one QC test per month.
	

	
	
	

	PCT.6.30
	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.
	

	
	
	

	PCT.6.40
	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.
	

	
	
	

	PCT.6.50
	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.
	

	
	
	

	PCT.6.60
	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.
	

	
	
	

	PCT.6.70
	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:
	

	PCT.6.80
	What was out of control?
	Yes   No   N/A

	
	
	

	PCT.6.90
	Why the analysis was out of control?
	Yes   No   N/A

	
	
	

	PCT.6.100
	Corrective action taken?
	Yes   No   N/A

	
	
	

	PCT.6.110
	Signature/initials of individual responsible?
	Yes   No   N/A

	
	
	

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

	
	
	

	PCT.6.120
	Is lot number change of quality control material documented on the quality control record?
	Yes   No   N/A

	
	
	

	PCT.6.130
	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. 
	

	
	
	

	PCT.6.140
	If the POCT program uses more than one instrument/method to test for a given analyte, are the instruments/methods checked against each other at least twice per year for correlation of patient 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.    This could include the laboratory instruments and the POCT device.  QC data may be used for the comparison for tests performed on the same platform with control material on the same lot number.
	

	
	
	

	
	Note: It may not be practical for those facilities with large numbers of POCT devices (ie. glucose meters) to perform the correlation on all devices. A sampling of these devices may be used for this correlation. The sample of devices where correlation is performed should be rotated so that over time all devices are correlated. This process may be used provided there is on going review of quality control and proficiency testing.
	

	
	
	

	PCT.6.150
	Are new lots of controls tested in parallel with the lot in use?
	Yes   No   N/A

	
	
	

	
	Standard: Cross-over testing of the effectiveness and acceptable limits of new control materials must be performed prior to the expiration date or the depletion of old control materials.  
A documented comparable QC result between the old and new reagent lots is acceptable.  
	

	
	
	

	The following set of questions apply to HIV testing only:
	

	
	
	

	PCT.6.160
	Does each new user run positive and negative controls prior to testing?
	Yes   No   N/A

	
	
	

	PCT.6.170
	Are positive and negative controls run when switching kit lot numbers?
	Yes   No   N/A

	
	
	

	PCT.6.180
	Are positive and negative controls run daily if the site performs greater than 24 tests per day?
	Yes   No   N/A

	
	
	

	PCT.6.190
	Are positive and negative controls run once per 24 tests or no less than once per week if the site performs less than 24 tests per day?
	Yes   No   N/A

	
	
	

	
	Standard:  Kit controls (both positive and negative) must be run:

1. For new INSTI user verification
2. When switching to a new kit lot number
3. If a site conducts >24 POC tests per day, the controls must be run every day
4. If a site conducts <24 POCT tests per day, the controls must be run once per 24 specimens, but no less than once per week    

	

	
	
	

	PCT.7   TESTING

	
	
	

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

	
	
	

	PCT.7.10
	Does the POCT program follow manufacturer’s instructions for calibration?
	Yes   No   N/A

	
	
	

	
	Standard:  For instruments that the user can calibrate, the calibration must be done at the frequency recommended by the manufacturer.
	

	
	
	

	PCT.7.20
	Are the calibration results documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Calibration results shall be documented and kept for 2 years after the method has been discontinued.
	

	
	
	

	
	
	

	Linearity – 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.

	
	
	

	PCT.7.30
	Is the linearity validated for all POCT?
	Yes   No   N/A

	
	
	

	
	Standard:  Linearity must be validated initially.
	

	
	
	

	PCT.7.40
	Is the linearity validation documented?
	Yes   No   N/A

	
	
	

	
	Standard:  Documentation must be retained for 2 years after method has been discontinued.
	

	
	
	

	PCT.7.50
	Does the POCT program have a procedure for when results fall outside of the linear range?
	Yes   No   N/A

	
	
	

	
	Standard:  Policies need to include steps to be taken when a result falls out of range, such as repeating the test or referring the specimen to a laboratory.
	

	
	
	

	
	
	

	PCT.8   Blood Gas

	
	
	

	PCT.8.10
	If blood gas analysis is performed outside of the laboratory, is it under the supervision of the laboratory?
	Yes   No   N/A

	
	
	

	
	Where are blood gas analyzers located within the facility:
	

	PCT.8.20
	Nursing stations?
	Yes   No   N/A

	
	
	

	PCT.8.30
	Emergency?
	Yes   No   N/A

	
	
	

	PCT.8.40
	Operating room?
	Yes   No   N/A

	
	
	

	PCT.8.50
	Intensive Care Unit?
	Yes   No   N/A

	
	
	

	PCT.8.60
	Neonatal?
	Yes   No   N/A

	
	
	

	PCT.8.70
	Outpatient areas?
	Yes   No   N/A

	
	
	

	PCT.8.80
	Other ___________________________________________________
	

	
	
	

	PCT.8.90
	Is there a system to prevent ambient air contamination of blood gas samples before analysis?
	Yes   No   N/A

	
	
	

	
	Standard:  Testing personnel performing blood gas analysis shall be aware of correct sample handling.

	

	
	
	

	
	Blood Gas Quality Control
	

	PCT.8.100
	Are controls run and documented on each day of use?
	Yes   No   N/A

	
	
	

	
	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. 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.

3. 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
	

	
	
	

	PCT.8.110
	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.  
	

	
	
	

	PCT.8.120
	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.
	

	
	
	

	PCT.8.130
	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.
	

	
	
	

	PCT.8.140
	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.
	

	
	
	

	PCT.8.150
	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.
	

	
	
	

	PCT.8.160
	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:
	

	PCT.8.170
	What was out of control?
	Yes   No   N/A

	
	
	

	PCT.8.180
	Why the analysis was out of control?
	Yes   No   N/A

	
	
	

	PCT.8.190
	Corrective action taken?
	Yes   No   N/A

	
	
	

	PCT.8.200
	Signature/initials of individual responsible?
	Yes   No   N/A

	
	
	

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

	
	
	

	PCT.8.210
	Is lot number change of quality control material documented on the quality control record?
	Yes   No   N/A

	
	
	

	PCT.8.220
	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. 
	

	
	
	

	

	PCT.9   Results Reporting – all poct

	
	
	

	PCT.9.10
	Are test results retained in the permanent medical record?
	Yes   No   N/A

	
	
	

	
	Standard:  These test results must be located on the patient’s chart.
	

	
	
	

	PCT.9.20
	When applicable, are all patient results reported with accompanying reference ranges?
	Yes   No   N/A

	
	
	

	
	Standard:  The report must include the reference range for the test result.
	

	
	
	

	PCT.9.30
	Are reference ranges established or verified for the population being tested?
	Yes   No   N/A

	
	
	

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

	
	
	

	PCT.9.40
	Is it stated on the report that the result is a POCT result?
	Yes   No   N/A

	
	
	

	
	Standard:  The report must state that the result is a POCT result.
	

	
	
	

	PCT.9.100
	Are critical limits established for results of tests important for prompt patient management decisions?
	Yes   No   N/A

	
	
	

	
	Standard:  Critical limits must be established by each institution.
	

	
	
	

	PCT.9.110
	Is there documentation of notification to the proper clinical individual of all critical results?  
	Yes   No   N/A

	
	
	

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

	
	
	

	PCT.9.120
	Do records indicate (by initials, signature, etc.) who performed each test?
	Yes   No   N/A

	
	
	

	
	Standard:  The date and time of testing and the operator identification should be part of the result entry.
	

	
	
	

	
	Is the following information available to clinicians regarding urine screening tests for drugs of abuse:
	

	PCT.9.130
	Substances or classes of substances analyzed as part of the drug test?
	Yes   No   N/A

	
	
	

	PCT.9.140
	Specimen type?
	Yes   No   N/A

	
	
	

	PCT.9.150
	Cut-off concentration for a positive result for each drug?
	Yes   No   N/A

	
	
	

	PCT.9.160
	Report status for positive results (eg. unconfirmed or pending confirmation)?
	Yes   No   N/A

	
	
	

	PCT.9.170
	A statement that unconfirmed results are to be used only for medical purposes?  Unconfirmed screening results should not be used for non-medical purposes (eg. employment or legal testing)
	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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