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Canberra Health Services 
Policy
Pathology Point-of-Care Testing (POCT) Policy
	Policy Statement



Pathology testing shall be performed in the ACT Pathology laboratories whenever possible, unless there is a clear patient management advantage in using POCT.

POCT should not be used to replace routine non-urgent laboratory tests, unless there is proven patient benefit and approved in writing by the ACT Pathology Executive Director.

The ACT Pathology Executive Director makes all final decisions regarding the introduction, implementation, and clinical application of POCT instruments.

POCT must not be introduced or implemented unless specifically approved in writing by the ACT Pathology Executive Director.

Divisions requesting a POCT device or system are responsible for the cost of implementation and will be invoiced by ACT Pathology for ongoing support in its use, including, but not limited to the monitoring of its performance user compliance, ICT requirements.

All POCT shall comply with the quality management system requirements of ACT Pathology.

Where CHS divisions have introduced and implemented POCT without the specific approval of the ACT Pathology Executive Director, such approval must be sought retrospectively once the existence of the POCT is brought to the attention of ACT Pathology.
Where the ACT Pathology Executive Director does not approve of POCT that has already been introduced and implemented without this officer’s pre-implementation approval, such POCT must discontinue and be removed from use.
POCT that has been introduced by Canberra Health Services Divisions without placing a request to the ACT Pathology Executive Director, but is then subsequently approved by this officer, shall be subject to this policy.

	Purpose



This policy is to ensure:
CHS implements and uses POCT devices and systems in a standardised and approved manner.
Procurement of POCT equipment is approved, appropriate (fit for purpose) and standardised throughout CHS.
POCT is compliant with accreditation requirements applying to CHS in general and ACT Pathology in particular.

	Scope



This policy applies to all CHS staff members involved in using POCT equipment for performing Pathology tests and all CHS staff members contemplating the introduction of POCT equipment.

Procedures for specific POCT equipment and tests comply with and implement this policy.

This policy is applicable to all patients cared for by CHS, for whom POCT is performed. 

This policy does not apply to POCT equipment personally owned and operated by patients nor to POCT equipment used only for research purposes.

	Roles & Responsibilities



Clinical Staff
Clinical staff are responsible for:
Submitting a request for POCT with the Executive Director of their division when it is perceived that there is a need for POCT.
Complying with Procedures that this policy refers to.
Correct patient identification is carried out at each step of a POCT procedure as per Patient Identification – Pathology Specimen Labelling
Complying with quality requirements e.g. performing quality control, using only within expiry consumables. 
Complying with actions requested by the POCT Senior Scientist and/or coordinator within the stipulated timeframe.
Recording POCT results in the correct patient’s clinical notes (where electronic transmission is not available).
Acting appropriately on abnormal POCT results.
Repeating a POCT test and/or sending a sample to the laboratory when a POCT result does not fit the clinical picture.
Complying with ongoing competency requirements for the POCT device. This may require nominated key operators to ensure ongoing training/ competencies are maintained.

Clinical Division Executive Directors
Executive Directors of clinical divisions are responsible for:
Approving the submission of requests for the introduction of POCT to the POCT Management group.
Reviewing, agreeing and adhering to any mandatory requirements associated with the introduction of the new approved POCT device, which include both financial and operational responsibilities. Failure to comply with the mandatory requirements may result in removal of the device by ACT Pathology

ACT Pathology Executive Director
The ACT Pathology Executive Director or Delegate is responsible for:
Assessing whether requests for POCT are appropriate in the relevant application and environment.
The final decision regarding the selection, introduction, implementation, and clinical application of POCT instruments in clinical divisions.
Appointing members of the POCT Management Group.
Reviewing incident reports relating to POCT and actions taken to prevent recurrence.
Decisions to remove POCT devices and systems from particular sites when notified by the POCT Management Group of sustained noncompliance.
Reviewing and actioning reports and recommendations from the POCT Management Group.
Issuing directives to clinical divisions, either directly, or via the POCT Senior Scientist and/or coordinator.

POCT Management Group
The POCT Management Group is responsible for:
Reviewing new requests based on cost efficiency and clinical effectiveness for POCT and advising the ACT Pathology Executive Director of the group’s recommendation.
Approving method validation/verification protocols for an approved POCT device.
Reviewing method validation/verification data for the approved POCT device and determining fitness for purpose. 
Determining future strategies and plans regarding POCT.
Advising the POCT Senior Scientist of actions to take with regards to non-compliance in the use of POCT devices.
Submitting a recommendation to the ACT Pathology Executive Director that a POCT device or system be withdrawn from use in any clinical area demonstrating sustained noncompliance with this policy and any of its procedures.

The POCT Management Group does not make any final decision regarding the approval or implementation of POCT devices or systems.

POCT Senior Scientist
This officer is responsible for:
Implementing quality systems to ensure that POCT meets the standard required by accrediting agencies. 
Maintenance of a POCT equipment inventory, which includes a unique inventory number and the serial number for each device, and its location.
Maintaining all quality requirements for those devices forming part of the ACT Pathology NATA scope of practice.
Auditing compliance of POCT devices that do not form part of the ACT Pathology NATA scope of practice.
Notifying clinical staff of corrective actions required when performance is unacceptable, and the time frame that such actions are to be completed.
Raising a Riskman incident report, where there is continued evidence of non-compliance.
Maintaining a register of key trainers for each type of POCT equipment or method.  These key trainers are responsible for monitoring Quality Control performance of users in their area and conducting training and competency appraisals on these users.
Maintaining a register for all trained staff for those devices forming part of the ACT Pathology NATA scope of practice. Evidence of ongoing competency assessments must be documented.
Withdrawing staff competence certification in instances of demonstrated sustained underperformance and noncompliance.
Submitting a recommendation to the ACT Pathology POCT management group that a POCT device or system be withdrawn from use in any clinical area demonstrating sustained noncompliance with this policy and any of its procedures.
Procurement of POCT devices, once approved by the ACT Pathology Executive Director.
Developing, writing, and implementing specific POCT procedures.
Providing clinical staff with trouble shooting support for malfunctioning POCT devices.
[bookmark: _Hlk52530639]Ensuring that each POCT instrument is enrolled in an External Quality Assurance Programme, where available.
Reviewing EQAP results and requesting corrective actions that need to be completed by users of the POCT instrument.
Designing documents and methods for appraising the POCT competency of users.


	Evaluation



Outcome
Point of Care testing occurs as per this policy.

Measures
Review incident reports related to POCT.

	Related Policies, Procedures, Guidelines and Legislation



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
· Risk Management 
· Work Health and Safety Management system
· Work Health and Safety
· Incident Management 

Procedures
Pathology Point-of-care Testing (POCT)
Patient Identification – Pathology Specimen Labelling 
Blood Glucose and Ketone Point-of-Care Testing 

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.

	Definition of Terms 



Point-of-Care Testing
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.

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

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

NATA
National Association of Testing Authorities.

	References



Australasian Association of Clinical Biochemists Point of Care Testing Implementation Guide, 2008.

NPAAC Guidelines for Point of Care Testing, first edition 2015 

	Search Terms



Point-of-Care Testing, Point of Care, Pathology, Testing, Tests, Meter, Analyser, Reader, POCT, POC
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