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This procedure is to ensure:
Compliance with the Pathology Point-of-care Testing (POCT) Policy.
POCT equipment is managed and maintained in a safe condition to minimise risk to patients, staff and Canberra Health Services.
POCT results are fit for purpose
POCT is performed in compliance with the quality requirements of the relevant NATA and NPAAC accreditation standards, TGA Regulations, ISO 15189, and the ACT Pathology Quality Management System. 

NOTE: POCT tests which form part of the ACT Pathology NATA scope of accreditation must comply with the above standards.
POCT tests which DO NOT form part of the ACT Pathology NATA scope of accreditation should comply with the above standards
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It is a mandatory requirement that the Pathology Executive Director approves a POCT request before procuring and implementing a POCT device.

	[bookmark: _Toc389473277][bookmark: _Toc54269539]Scope



This procedure applies to all CHS staff members trained in using POCT equipment for performing Pathology tests and all CHS staff members contemplating the introduction of POCT equipment.  CHS staff not trained in using POCT equipment must not perform POCT.

This procedure does not apply to POCT equipment personally owned and operated by patients, nor does it apply to POCT equipment that is used only for research purposes.
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1. Clinical staff wishing to introduce POCT must email p.o.crequestteam@act.gov.au, with the request.
2. The POCT Team at ACT Pathology will provide the POCT Request Application Form -Section 1, to the requester.
3. The requester must complete all of section 1 of the application form, justifying the need for introduction of the POCT test. This form must be endorsed by the requesting Department Director and Executive Director or financial delegate.
4. The completed/endorsed POCT Request Application Form - Section 1 must be emailed to p.o.crequestteam@act.gov.au.
5. The POCT Senior Scientist will review the request and complete the POCT Request Application Form - Section 2. This form will document investigation of the POCT device request.
6. The completed POCT Request Application Form - Section 2 will be reviewed by the POCT Management Group.
7. POCT Request Application Form - Section 3 will be completed detailing the recommendation of POCT Management Group. This form will also detail upfront and ongoing costs to the requesting department, and mandatory requirements of the requesting department.
8. The ACT Pathology Executive Director will review the POCT Request Application Form - Section 3 and make the final approval or rejection decision as to whether the new POCT device, methodology or instrumentation shall be introduced and implemented.
9. The POCT Request Application Form - Section 3 response will be emailed to the requester for review.
10. If the POCT request has been approved and the requesting department accepts the terms, the requesting department financial delegate must sign and return the POCT Request Application Form - Section 3 to p.o.crequestteam@act.gov.au
11. Once the requesting department accepts the terms of POCT Request Application Form - Section 3, the POCT Senior Scientist will arrange purchase of the agreed item and consumables.
12. The POCT Senior Scientist will coordinate implementation of the device, based on the terms agreed to in the POCT Request Application Form - Section 3
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Certified competent clinical staff must perform quality control (QC) testing as scheduled in the procedure for the relevant POCT test.
Clinical staff must record QC test results at agreed schedule together with the identification and signature of the staff member performing the test, and the date the test was performed, if all this information is not stored by the POCT device itself. 

Note: The QC schedule is detailed in the device manual provided by the POCT department, or as per the manufacturer’s instructions.

Clinical staff must review QC results before performing POCT on patients.
When unacceptable QC test results occur, clinical staff must take action to correct POCT performance and record such action. Clinical Staff must contact POCT Staff if unable to resolve the QC issue.
Patient testing cannot be performed until QC testing has passed.
Clinical Staff must only use consumables that are within expiry date. 
The Departmental delegate is responsible for monitoring QC performance of the POCT device in their area, where applicable.
All POCT shall be enrolled in an External Quality Assurance Programme (EQAP), where available.
Clinical staff must ensure compliance with the current device testing procedure. 
Clinical Staff shall notify POCT staff when there are device performance issues, by emailing pathology.poc@act.gov.au
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Clinical staff members that have not been deemed competent for a specific POCT test must not perform patient testing.
POCT of patient samples must be in strict compliance with this procedure, the procedure relating to the specific POCT instrument/test, directions made by the POCT Senior Scientist and the CHS Point-of-care Testing (POCT) policy.
POCT instruments and methods must not be used for patient testing if quality control test results have not been performed when scheduled, or if these results are unacceptable (i.e. out of range).
POCT results that do not fit the clinical picture must be repeated and/or confirmatory sample send to ACT Pathology for testing.
Samples tested using POCT must be uniquely identified and unequivocally traceable to the patient that was sampled by following Patient Identification - Pathology Specimen Labelling.
Clinical staff must not operate a POCT device using another staff member’s POCT password or login credentials.  Similarly, clinical staff must not divulge or share their POCT password and login credentials with any other person. Should this be identified, a Riskman will be entered by the POCT team and the staff member sharing their password will have their access removed, requiring retraining.
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Currently certified competent clinical staff shall perform preventive maintenance on POCT devices when scheduled in the procedure for the relevant POCT device.
Competent clinical staff shall record preventive maintenance that has been completed, together with the date it was performed and the signature of the officer performing the maintenance.
[bookmark: _Hlk52103458]Clinical staff must immediately remove from service malfunctioning POCT equipment, label it with an “Out of Service, Do NOT Use or Operate” tag and notify the POCT Team. Within business hours POCT staff may be contacted via Telephone or email (pathology.poc@act.gov.au). For after hours issues, POCT staff should be emailed. 
Clinical staff must record faults and problems in a log for each POCT device.
Only approved, appropriately qualified and competent persons may service POCT equipment.
POCT equipment must be cleaned and decontaminated before servicing is performed, or the equipment is removed from the location where it is normally used for servicing. Servicing is performed by POCT Staff or service engineers.
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Training may include, but not necessarily be limited to:
Sample collection
Method principles and limitations
Preparation of reagents and equipment
Reagent storage
Calibration requirements
Quality control and EQAP
The significance of actions taken to correct analytical performance
Analytical procedure
Correct procedure for recording QC, EQAP and patient results
Clinical relevance and significance of patient results
Response to patient results falling outside reference intervals
Common procedural errors
Equipment maintenance and trouble shooting
Correct disposal of consumables
Infection control practices
Work health safety requirements

Initial training and/or ongoing competencies will be performed by the POCT team or the clinical staff key operator. This information is detailed in the POCT Request Application Form - Section 3 and/or the specific POCT procedure document.

All clinical staff must be trained and deemed competent by POCT Staff or the clinical staff key operator in the use of a POCT Instrument before they are permitted to perform patient testing using that POCT Instrument.

Where competency issues are identified in the use of a particular POCT instrument, the clinical staff member must undergo retraining and a repeat competency appraisal. 
The POCT team must be notified of repeated poor performance and compliance.
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Where POCT nonconformities occur, they must be documented together with actions taken to eliminate their root cause, in order to prevent recurrence, as detailed in specific device manuals.

Nonconformities affecting patient management or care must be recorded as a clinical incident report in Riskman, together with appropriate corrective action that has been taken.

The POCT Senior Scientist reviews nonconformities and the actions taken to resolve them and prevent recurrence and also reviews the success of these actions.
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The POCT Senior Scientist must be notified when risks of potential nonconformities are identified by email (pathology.poc@act.gov.au), and these risks must be registered in the Riskman Risk Register by POCT Staff so that all relevant parties have access to them.

The Pathology Management committee (PMC) will review all risks and evaluate, modify and endorse actions to prevent the relevant nonconformity from occurring.

Records of requested and completed preventive actions are kept in the Riskman Risk Register.
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Clinical staff members are responsible for permanently recording all POCT results in the relevant patient’s medical records, together with the date and time it was performed and the signatures of the staff members performing and recording the test.

Patient test results that are unexpected or very abnormal shall be confirmed by clinical staff by repeating sample and/or sending to ACT Pathology for testing.
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QC testing results, patient test results, reports of reviews, nonconformities, complaints, risks, corrective actions and all other quality records should be kept for the retention time stipulated by the NPAAC “Requirements for the Retention of Laboratory Records and Diagnostic Material” standard.
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Assessments of all new POCT technology must include a work health safety risk assessment.
All POCT must be undertaken in a safe and responsible manner that does not place the patient or any staff member at risk.
All Work Health Safety policies and legislation must be strictly complied with.
All consumables contaminated as part of the POCT procedure must be disposed in accordance with required regulations.
Work health safety issues must be reported to the ACT Pathology Work Health Safety Committee as well as that pertaining to the Division where the test was performed.
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Outcome
Point of Care testing occurs as per this procedure

Measures
Review incident reports related to POCT.
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Legislation
· Health Professionals Act 2004
· Public Sector Management Act 1994
· Therapeutic Goods Act, 1989
· Therapeutic Goods (Medical Devices) Regulations, 2002
· Work Health and Safety Act 2011
· Work Health and Safety Regulation 2011


Policies
· Pathology Point-of-care Testing (POCT) 
· Risk Management 
· Work Health and Safety Management System
· Work Health and Safety
· Incident Management

Procedures 
· Blood Glucose and Ketone Point-of-Care Testing 
· Patient Identification – Pathology Specimen Labelling

Standards   
· NPAAC “Requirements for the Retention of Laboratory Records and Diagnostic Material,” Seventh Edition 2018.
· ISO 15189:2013 “Medical Laboratories – Requirements for Quality and Competence.”
· ISO 22870:2006 “Point-of-care Testing (POCT) – Requirements for Quality and Competence.”
· NATA Interpretation of NPAAC Requirements and ISO 15189, ISO 15189 Standard Application Document, Requirements for Accreditation, May 2019
· The Regulatory Requirements for In-house IVDs in Australia, Version 2.2, September 2018, Australian Government Department of Health and Ageing, Therapeutic Goods Administration
· Classification of IVD Medical Devices, Version 2.0, December 2015, Australian Government Department of Health and Ageing, Therapeutic Goods Administration
· National Safety and Quality Health Service Standards, January 2019, Australian Commission on Safety and Quality in Health Care.
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ARTG
Australian Register of Therapeutic Goods, held by the TGA.

Clinical Staff
For the purposes of this procedure, this is a generic term defining medical and nursing ACT staff other than ACT Pathology laboratory workers.

EQAP
[bookmark: _Hlk52530639]External Quality Assurance Programme, also known as proficiency testing.  This involves enrolling in the programme.  The POCT coordinator issues aliquots of samples to all participants for analysis and return of test results.  The POCT coordinator then assesses the results from participants for comparability and returns a performance report to the participants.

IVD
Any In-vitro Diagnostic device.

NATA
National Association of Testing Authorities.

NPAAC
National Pathology Accreditation Advisory Council, a division of the Australian Government department of Health and ageing.

Point-of-care Testing (POCT)
Testing that is performed near or at the site of a patient (i.e. not in the Pathology Laboratory) by non Pathology staff, with the result leading to possible change in the care of the patient.  Also known as Near-patient Testing.

Quality Control (QC)
A set of procedures designed to monitor the performance of a test method and provide assurance that patient test results are accurate, reproducible and reliable.  QC involves testing control materials of known concentration of the analyte being tested and taking action when the test results of these materials are unacceptable.

TGA
Therapeutic Goods Administration.  An agency of the Australian Government Department of Health and ageing.
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Pathology, Point of Care, Testing, Tests, Meter, Analyser, Reader, POCT, POC
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Disclaimer: This document has been developed by Canberra Health Services specifically for its own use.  Use of this document and any reliance on the information contained therein by any third party is at his or her own risk and Canberra Health Services assumes no responsibility whatsoever.
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