THE LEEDS TEACHING HOSPITALS NHS TRUST

POINT OF CARE TESTING POLICY

1.
INTRODUCTION

Point of Care Testing, POCT, is the testing of patients' samples in areas outside the main diagnostic laboratory and is widely used in the Trust.   POCT equipment actively managed or overseen by Pathology in LTH includes glucose meters, urine meters, blood gas analysers (which may analyse electrolytes and metabolites in addition to pH and gases), coagulation and glycosylated haemoglobin analysers.  
A Policy specifying the supervision of the Trust POCT Committee, involvement of Pathology, and where appropriate, Medical Physics, at every stage of POCT planning and operation, ensures that the process is conducted safely, in accordance with the principles of Clinical Governance and all national guidance on POCT and provides for a high quality, cost-effective service for patient care. 
Related policies:
· Blood Glucose Meters Management Policy (Leeds Health Pathways)
· Trust Policy for the Management of Medical Equipment.
· Trust Policy on Universal Infection Control Precautions
2.
BACKGROUND:   

· The Department of Health, following patient deaths, issued Hazard Notices (1989), recommending Pathology involvement in managing POCT.  
· Clinical Pathology Accreditation Ltd, the national quality standards body for Pathology, specifies Pathology support for POCT within an accredited service and requires user compliance with national and local guidance.   

· The Medical Devices Agency (now Medicines and Healthcare products Regulatory Agency, MHRA)  has issued guidance on the management of POCT and the clinical governance responsibility of POCT Managers (DB2002(02) and (03)) 
· The NHS Purchasing and Supply Agency issues guidance on the procurement of blood gas analysers and glucose meters.  

· The Clinical Negligence Scheme for Trusts specifies in its standards clinical risk management and the importance of training for the use of medical and diagnostic equipment. 
· The EU IVDD (in vitro diagnostic devices) Directive:   All POCT equipment purchased must be CE marked.  The CE mark is invalidated if equipment is not used strictly according to the manufacturer’s instructions which should be particularly noted with regard to operator (user) competence, which is specified by all manufacturers.
3.
POLICY STATEMENT
This Policy is designed to ensure that POCT in LTH complies with all national guidance, and is therefore safe, of high quality and cost-effective, for the benefit of patients.   It applies to all biochemistry, haematology and microbiology testing at point of care.  

4.
POLICY EFFECT

4.1
Strategic and Service Planning:   The process for implementation of new POCT is shown in Appendix A.  Formal application must be made via the Trust POCT Committee using Appendix B (contacts Dr Julian Barth and Dr Joan Pearson) in the first instance, then the appropriate Pathology department and Medical Physics.  Advice will be given according to the various POCT options available, taking the existing diagnostic service into account.  The clinical need may be met more cheaply by adapting the existing laboratory service, as cost-per-test in POCT is usually higher than central laboratory testing. The MHRA recommends that clinical and economic outcomes should be considered in planning POCT implementation, allowing an effective appraisal of benefits of POCT in a particular clinical situation. 

Pathology or Medical Physics will advise clinical areas and Business Managers on replacement of existing equipment.  This advice is based on expected equipment lifetime, reliability and patient safety.   Replacement will be discussed in the context of any changes in service requirements or increase in costs, and a new SLA agreed.   If departments do not replace equipment when advised to do so, support may be withdrawn and the equipment taken out of service. 
4.2
Equipment standardisation and procurement:  Equipment standardisation  minimises procurement, IT and running costs, reduces risks from untrained users and ensures the most efficient use of limited staff time for support, training and risk management.  Pathology will advise on the most appropriate systems for lease or purchase for particular clinical needs.  If a clinical department wishes to purchase non-standard POCT equipment, or which is otherwise against Pathology advice, Pathology support is unlikely to be available; any costs of support staffing will be the responsibility of the clinical department.   There are risks and costs to the Trust of purchasing or leasing equipment which Pathology and Medical Physics regard as unsuitable.

The Trust POCT Committee must approve all POCT implementation.   In addition, formal Pathology agreement must be obtained for any necessary technical support for POCT systems (eg blood gas analysers).   Form MSE1 is used for this purpose and Pathology support (if appropriate) will not be available unless the MSE1 form has been signed to confirm this by a senior member of Pathology staff.    Procurement of new or replacement POCT equipment will then follow the Trust's Policy for the Management of Medical Equipment.  

 4.3
IT connectivity of POCT systems:  Connectivity for patient data capture and interfacing with laboratory and hospital information system and the Results Server is in development.  Connectivity also permits remote monitoring of some equipment such as blood gas analysers, allowing faster trouble-shooting and management of QC data.  

Where remote monitoring is available for particular POCT equipment, its installation will be required as a condition of Pathology support and users required to input patient and operator ID as agreed with Pathology.  Any installation and maintenance costs will be borne by the user.

4.4
Operating costs:   The purchase, leasing and running costs of POCT equipment are the responsibility of the clinical department.  In some cases, Pathology will arrange central ordering and stock control of consumables for the standard POCT equipment it supports, negotiate discounts and recharge users as agreed in the SLA.  Operating costs include consumables, Quality Control/External Quality Assessment (QC/EQA) materials, the manufacturer’s maintenance contract, repair costs and the costs of Pathology POCT support staff time for any daily maintenance, troubleshooting, stock control, QC/EQA management, user training, record-keeping and audit.

Where significant Pathology support is not necessary, a named member of staff in the clinical area must be responsible for stock control, correct storage of consumables, system maintenance and keeping records (see 4.5, 4.6).     

4.5 
Training and Competence:  POCT devices, however simple, must only be used by trained operators.  Pathology provides training for users of most point of care equipment, or trains and accredits key trainers.   Records are kept in Pathology of trained staff for blood gas analysers and glucose meters, and ward key trainers must keep up-to-date records locally of all trained staff and provide copies to Pathology on request.    

Most training of key trainers for glucose meters is provided by the supplier as a condition of the contract and cascaded through key trainers who are responsible for keeping local records.  This is likely to apply also to equipment such as i-STAT.  Clinical Biochemistry staff may provide training in some circumstances. Training must cover essential pre-analytical and post-analytical procedures, analytical competence and analytical quality procedures (QC and EQA). Only trained and accredited operators must use analytical equipment, so ensuring correct results, safe operation of equipment and minimal equipment downtime.  Full compliance with POCT training as advised or provided by Pathology is a condition of Pathology support.   
4.6
Analytical Quality:   Regular Quality Control and participation in an External Quality Assessment scheme, with full records kept, are essential for all POCT systems.  Pathology will recommend appropriate arrangements. 

4.7
Service Level Agreements:  Where significant Pathology support is required, SLAs will be agreed between Pathology and each POCT site before equipment (whether replacement or new) is commissioned, and will be jointly reviewed annually.  SLAs cover:

· equipment procurement and capital/leasing & consumable costs

· ordering and recharging arrangements 

· costs of maintenance, repair and support staff (likely to be higher for non-standard equipment) 

· risk management and clinical liaison 

· Standard Operating Procedures for equipment, as specified by Pathology. 

· equipment maintenance and support by Pathology, where appropriate
· quality control and external quality assessment on all POCT systems
· user training and accreditation by Pathology (eg User Training Policy for Blood Gas Analysers: Department of Clinical Biochemistry and Immunology, 2000) 
· service planning

· installation and maintenance of remote monitoring IT systems for troubleshooting, QC data storage, and patient data capture

· record-keeping and audit (patient results, activity, quality data, clinical incidents, equipment maintenance and register of accredited users)

4.8
Line of responsibility for POCT results:  The responsibility for the safe and appropriate use of POCT equipment and clinical application of results is with the consultant in charge of the clinical area where the POCT system is located.
4.9
Risk Management:   Clinical risks are minimised if Pathology’s advice is followed on equipment choice, operator training, maintenance, analytical quality procedures and record-keeping, including recording patient results.   Such records are always required by the Police in the course of any legal enquiries. 
Pathology staff will advise the lead clinician where there are concerns about compliance.   Where operation of the system is considered by Pathology to be unsafe, support will be withdrawn and equipment taken out of service.  Failure to follow this Policy could result in the instigation of disciplinary procedures.   
5.
EQUALITY AND DIVERISTY STATEMENT

The Leeds Teaching Hospitals NHS Trust is committed to ensuring that, as far as is reasonably practicable, the way we provide services to the public and the way we treat our staff reflects their individual needs and does not discriminate against individuals or groups on any grounds
6.
REFERENCES

· Trust Guidelines on Point of Care Testing (2004) (explanatory background to this Policy)  
· Trust Blood Glucose Meters Management Policy
http://nww.lhp.leedsth.nhs.uk/common/guidelines/results.aspx?txtSelect=%25&docselect=%25&specsearch=%25&profsearch=%25&txtSearch=POCT
· Management and Use of IVD Point of Care Devices, MDA(2002)(03)
http://www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&useSecondary=true&ssDocName=CON007333&ssTargetNodeId=572
7.
CONSULTATION

This Policy was originally developed in consultation with Pathology departments and Trust consultants.  It has been reviewed and approved by the Trust POCT Committee (2006).   In view of the speed of changes in the diagnostic market and national regulatory guidance, further reviews will be conducted annually.
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Appendix A:  Implementing POCT

IMPLEMENTING POCT: Flowchart
Is this a NEW SERVICE?
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EQUIPMENT COMMISSIONED, USERS TRAINED;
Local staff member responsible for supervision and keeping maintenance and training records
Appendix B:  POCT Proposal

PROPOSAL for implementing POCT

1. Department………………………………………………..

Ward/Clinic………………………………………………..
Name and extension of contact………………………………………………..
2. Which analyses are required?

............................







……………………







……………………

3. Reason POCT required rather than existing laboratory service

……………………………………………………………………………………..

……………………………………………………………………………………..
……………………………………………………………………………………..

……………………………………………………………………………………..
……………………………………………………………………………………..
4. Have you discussed your requirements with Pathology (eg Clinical Biochemistry, Haematology or Microbiology)?   If so, please name the person consulted.
……………………………………………………………………………………….

Please return this form to the Trust POCT Group:

Dr Julian Barth (Chair, POCT Committee), Department of Clinical Biochemistry & Immunology, or

Dr Joan Pearson, (POCT Manager) Department of Clinical Biochemistry and Immunology, Old Medical School, LGI.

You will be contacted for discussion of POCT options.
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