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Burton Hospitals NHS Foundation Trust 
 

POINT OF CARE TESTING POLICY 
 
 

1 INTRODUCTION 
 

1.1 Traditional examinations of a patient’s body fluids, excreta and tissues are carried 
out generally in the controlled and regulated environment of a pathology laboratory. 

 
1.2 Advances in technology have resulted in compact, easy-to-use in vitro diagnostic 

medical devices that make it possible to carry out some examinations at, or close 
to, the location of the patient.  This is called point of care testing (POCT). 

 
1.3 Laboratory tests should be performed in the laboratory whenever possible, unless 

there is a clear advantage in patient management from POCT and the appropriate 
equipment and trained staff are available. 

 
1.4 Risk to the patient and to the Trust can be managed by a well-designed, fully 

implemented quality management system that facilitates: 
 

 evaluation of new or alternative POCT instruments and systems 

 evaluation and approval of end-user proposals and protocols 

 purchase and installation of equipment 

 maintenance of consumable supplies and reagents 

 training, certification and recertification of POCT system operators 

 quality control and quality assurance 
 
 

2 POLICY STATEMENT 
 

To ensure that all POCT processes used within the Trust are well managed and produce 
good quality, accurate results which are used to aid patient care. 
 
 

3 PURPOSE 
 
To ensure that when POCT is introduced: 
 

 Equipment is managed and maintained in a safe condition to minimise the risk 
to patients, staff, and the Trust 

 POCT is performed in accordance with quality standard requirements of 
International Standards Organisation (ISO), ISO 15189, ISO 22870 and 
Clinical Pathology Accreditation (CPA) 

 POCT equipment is standardised throughout the Trust 

 Test results are accurate and reliable. 

 

 

 

file:///C:/Documents%20and%20Settings/fles/Local%20Settings/Temporary%20Internet%20Files/OLKD/INTRODUCTION
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4 DEFINITION 
 
Point of care testing (POCT) refers to testing that is performed near or at the site of a 
patient with the result leading to possible change in the care of the patient (ISO 22870). 
 
Examples of POCT include: 
 
Blood Glucose Monitors, Urinalysis Test Strips, Pregnancy Test Kits, Blood Coagulation 
Measurement, HbA1C Analysis, Rapid Test Kits for Infectious Disease Markers, Bilirubin 
Monitors, Blood Gas Analysis, and Electrolyte Analysis. 
 
 

5 ACCREDITATION OF SERVICES 
 
5.1 The Department of Health has stated that all POCT should only be undertaken in 

collaboration with, and support from, laboratory professionals. 
 
5.2 It is also implicit in the Clinical Pathology Accreditation (CPA) of laboratory 

services that there is appropriate accreditation of all POCT, with the appropriate 
involvement of laboratory professionals. 

 
5.3 Guidelines from the Medical Devices Agency (MDA) Management and use of IVD 

POCT Devices, along with ISO 22870, ISO 15189, The Royal College of 
Pathologists, The Institute of Biomedical Scientists and standards set by Clinical 
Pathology Accreditation (CPA) have been used in the development of this Trust 
policy. 

 
 

6 MANAGEMENT 
 
The management of POCT must involve all parties involved in the use and delivery of 
POCT.  A POCT Management Group will monitor that every stage of POCT planning and 
operation is conducted safely and in accordance with this policy to provide a high quality, 
cost effective service for patient care. 
 
No POCT device should be used within the Trust without approval from the POCT 
Management Group and the appropriate Consultant Head of the respective Pathology 
Department. 
 
6.1 Accountability 
 

The POCT Management Group is accountable to the Divisional Board via the 
Pathology Report for ensuring the delivery of a high quality POCT service. 

 
6.2 POCT Management Group 
 

The POCT Management Group will be chaired by a Consultant Pathologist; with 
representation from the laboratory, administration, and clinical programmes 
including nursing. 
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6.3 The Role of the POCT Management Group 
 

The POCT Management Group is responsible for overseeing all aspects of the 
delivery of POCT within the Trust.  It may also be asked to take a similar 
responsibility for POCT in other environments, for example GP surgeries. 
 
The role of the POCT Management Group will include the following: 

 
 To determine if any product, device or system for POCT is justified at a 

particular location.  This would include a clear demonstration of increased 
clinical effectiveness. 

 
 To assist in evaluating and selecting POCT devices and systems.  

Performance criteria for POCT devices should include consideration of 
trueness, precision, detection limits, use limits and interferences.  
Practicability should also be considered. 

 
 To monitor that responsibilities and authorities are defined and 

communicated within the organisation. 
 
 To monitor compliance with this policy by establishing a system of 

continuing audit and assessment of POCT.  Receive and review quality 
assurance reports, suggesting modifications arising from such reviews.  If 
approved these modifications should be incorporated into the POCT policy, 
processes and procedures. 

 
 Deal with nonconforming POCT by one or more of the following ways: 
 

a) By taking action to eliminate the detected nonconformity. 
b) By authorising its use, release, and acceptance. 
c) By taking action to preclude its original intended use or application. 

 
Records of the nature of nonconformities and any subsequent actions taken 
shall be maintained. 

 
 To set up a quality hierarchy to ensure that there is a direct link between 

the person performing the analysis and the POCT management group. 
 
 To monitor that users are trained and certified in the use of POCT devices 

and that they are fully aware of all contra-indications and limitations.  Also 
establish retraining or competency review intervals. 

 
 To ascertain the complexity of a POCT and therefore grades of staff that 

would be authorised to use that POCT following training.  Also identify 
suitable trainers for all POCT procedures. 

 
 To validate the standard operating procedures associated with each 

individual test or technology used in POCT, and modify as appropriate. 
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7 DUTIES AND RESPONSIBILITIES 
 
7.1 POCT Coordinator 

 
The POCT Coordinator should be given the authority and overall responsibility for 
the POCT service at the beginning of the development process (MDA – 
Management and Use of IVD POCT Devices June 2002/03). 
 
The POCT Coordinator’s role is to liaise with clinical staff and support the use of 
POCT equipment. 
 
The POCT Coordinator can provide assistance with: 

 

 identifying suitable POCT equipment for evaluation 

 performing an evaluation 

 installing POCT equipment 

 writing procedures 

 training staff 

 maintenance schedules 

 quality control programs – external quality assurance and internal quality 
control 

 trouble shooting 

 monitoring and review of procedures 

 competency reviews 
 

It is the responsibility of the POCT Coordinator to monitor that POCT is performed 
to the same standard as would be expected from regular laboratory testing.  
He/she will work with the Quality Manager to monitor that any problems identified 
by quality control and quality assurance procedures are documented and rectified. 

 
The POCT Coordinator will maintain an inventory of all POCT equipment and its 
location within the Trust. 

  
7.2 Lead Clinician 

 
The responsibility for patient results obtained by a POCT process lies with the 
appropriate Lead Clinician for the ward or department.  Any therapeutic decision 
based on a POCT result is also the responsibility of the Lead Clinician. 
 
The Lead Clinician must decide for which patient groups the POCT process is 
appropriate and provide clinical guidelines for interpretation of results and further 
patient management.  With all POCT processes, there must be locally agreed and 
established guidelines for when it is necessary to compare a result with a 
laboratory processed sample, for example, if unexpected high or low values are 
obtained. 
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7.3 Senior Sister or Departmental Manager 
 

The Senior Sister / Manager must monitor that all users within their ward or 
department have been trained and determined as competent to use the POCT 
device or process correctly, safely and in accordance with the manufacturer’s 
recommendations, the Standard Operating Procedure and the Trust Policies.  The 
Senior Sister / Manager is responsible for ensuring that all COSHH and risk 
assessments are carried out and updated for the POCT used within their Ward / 
Department. 
 
The Senior Sister / Manager must ensure that a record is kept at ward level of all 
trained and competent staff for each POCT process and that staff attend regular 
update training or competency review as required. 
 
There must be an agreed method for accurate recording of all patient, Quality 
Control and External Quality Assurance test results. 
 
Senior Sisters / Managers must be aware of the maintenance arrangements for 
POCT devices and action to be taken in the event of breakdowns.  This would 
include decontamination prior to service, inspection or repair of any POCT device.  
Where this constitutes an in depth procedure beyond the limits of routine 
maintenance and care, staff in Pathology should be contacted for advice. 
 
Senior Sisters / Managers must be aware of any consumable contracts and 
delivery arrangements and ensure that appropriate levels of stock are maintained 
for a continuous, reliable service. 
 

7.4 The User 
 
Accuracy of results is dependent on operator technique, competence and 
optimum storage conditions for the various reagents and consumables utilised.  
The user is responsible for maintaining their own competency by following 
processes outlined in the Standard Operating Procedure (SOP) and relevant 
specific guidelines.  The user shall attend training and complete competency 
assessments as required. 
 
All staff must be aware that they have a personnel and professional responsibility 
to achieve and maintain their competencies.  They need to recognise their own 
limitations with regards to equipment use and know where to go for help and 
support. 
 
No user should: 

 

 give their ID / password (if provided) to another person in order for a POCT 
to be undertaken. 

 use another person’s ID / password. 

 perform a POCT without appropriate training and competency assessment. 
 
An accurate and up to date maintenance log of POCT equipment must be 
maintained, signed and dated. 
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All staff members must satisfy the quality control (QC) requirements pertaining to 
the specific instrument.  All patient and QC results must be documented. 
 
 

8 PROCESS OF PROCUREMENT 
 
8.1 All POCT devices are subject to the criteria described in this policy irrespective of 

whether the equipment has been purchased (including from endowment funds), 
hired, on trial, loaned or received as a donation.  Procurement of POCT devices 
must also be in accordance with the Trust’s Medical Devices Policy and 
Procurement Policy. 

 
8.2 In most cases it is more costly to provide a POCT service than to use the 

accredited laboratory and this cost can only be justified by the requirement to 
provide a more immediate service than the laboratory can offer.  There should be 
close liaison between users and the accredited laboratory on all issues relating to 
POCT as verified in the checklist and flow chart (see Appendix 1 and 4).  Potential 
POCT sites shall discuss their requirements with their accredited laboratory before 
resorting to POCT.  This discussion should include an examination as to whether 
reconfiguration of a central laboratory service would be a viable option. 

 
8.3 A proposal document (please refer to Appendix 2) for new or replacement POCT 

must be submitted to the POCT Management Group for evaluation and approval 
before submission to the Trust for financial support.  The POCT Coordinator will, 
in conjunction with the requesting clinical department, be responsible for the 
production of the proposal document. 

 
8.4 Once approval from the POCT Management Group has been received and 

funding has been identified, Pathology and the clinical users can jointly draw up 
an operational specification and companies can be invited to tender. 

 
 Short-listed suppliers will be invited to submit their equipment for demonstration 

and/or trial.  Before acquisition, consideration needs to be given to accuracy and 
precision of results, compatibility with the local laboratory (including calibration, 
standardisation and units), robustness of the device, and traceability of results. 

 
 The final selection will be made by a panel composed of representatives from 

Pathology, the Medical Devices Department (if appropriate) and the clinical unit 
and will be ratified by the POCT Management Group. 

 
8.5 There must be a Service Level Agreement (see Appendix 3) with the accredited 

laboratory defining the level of support for the device with respect to stock control, 
maintenance, troubleshooting, repairs, continuing training and QA monitoring. 

 
8.6 Arrangements for service contingency in the event of equipment failure shall be 

established before a POCT service is introduced.  The accredited laboratory will 
be able to help and advise on back up services and provide confirmatory results 
when required.  It is therefore essential that any POCT service should replicate a 
centrally provided service, and not seek to extend test repertoire. 
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9 STANDARD OPERATING PROCEDURES (SOPs) 
 

9.1 All techniques employed in the delivery of each POCT service are subject to strict 
adherence to up-to-date instructions which are in the form of an SOP.  The SOP 
must be available to and followed by all operators of the POCT with no deviations. 

 
9.2 It is essential that any SOP that gives instructions for use exactly reproduce the 

manufacturer’s instructions for use and that existing copies are updated as 
appropriate.  All SOP’s must be dated and signed by the POCT Co-ordinator.  A 
procedure may only be modified after review by the POCT Management Group. 

 
9.3 All SOPs must be written to the standard required by CPA.  A master copy of the 

SOP must be held by Pathology and be available to Assessors from CPA. 
 
9.4 The SOP should include information on: 
 

 The correct preparation of the patient 
 Details on the correct storage of the reagents and devices and any 

procedure required to make them ready for use e.g. warming reagents up 
to room temperature before use 

 Details on the correct preparation of any equipment used in the production 
of the result 

 Details of the analytical performance of the test 
 Details of the quality control procedures that must be adhered to 
 Details of the correct disposal of the consumables and samples used in the 

test procedure, and cleaning of the equipment 
 Details of results that need to be verified by the laboratory, and results that 

indicate an error or failure in the procedure 
 Action required in cases of suspected device failure or unexplained result. 
 Details on the correct maintenance of equipment 
 Details on the limitations and contraindications 
 Health and Safety issues and liability issues 
 Details of how often certified staff are required to update their training or 

undergo competency reviews in order to maintain their certified status 
 Details of Pathology staff to report any incidents to, including suspicious 

results or possible malfunction 
 
 

10 TRAINING AND COMPETENCY 
 

10.1 Only personnel who have completed training and demonstrated competence shall 
carry out POCT.  The content of the training programme and the competency 
assessment process shall be documented by the POCT Coordinator.  The POCT 
Coordinator will ensure a training program is in place and there is a system for 
documenting when training has been given. 

 
10.2 Records of training / attestation and of retraining and re-attestation shall be 

retained by the Senior Sister / Department Manager and POCT Coordinator. 
 

This record should be kept up to date and any individual whose competence fails 
should be removed from the register until their competence has been re-
established. 
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10.3 All staff using POCT equipment must have up to date competency records, a copy 
which the POCT Coordinator can access.  The POCT Management Group will 
determine how often competencies need to be reviewed for each POCT and this 
will be documented in the SOP. 

 
10.4 Training will be undertaken by the equipment manufacturer or certified on-site 

trainers who will have been trained and by either the equipment manufacturer or 
by qualified pathology staff.  Staff may not train each other unless approved by the 
POCT Coordinator.  The training programme will be tailored to the technology and 
its complexity but should aim to include demonstration of the proper use of 
equipment in accordance with the manufacturer’s specification, the theory of the 
measurement system (chemistry and detector) and appreciation of the 
preanalytical aspects of the analysis, including: 

 

 collection, transportation and disposal of specimens 

 its clinical utility and limitations 

 expertise in the analytical procedure 

 reagent storage 

 calibration, quality control and quality assurance 

 technical limitations of the device 

 response to results that fall outside of predefined limits, including results 
which are indicative of an error or failure in the procedure or of a possible 
interfering substance 

 infection control practices 

 correct documentation and maintenance of the results 

 the most common incorrect procedural steps that may lead to the 
production of an erroneous result 

 if appropriate the correct maintenance and repair procedures in line with the 
Medical Devices Policy 

 health and safety issues 

 consequences of incorrect results: Medico-legal considerations of the 
responsibility for an erroneous result should be borne in mind.  Only if the 
user can demonstrate that the equipment has been used in accordance 
with the manufacturers’ instructions will liability under the Consumer 
Protection Act 1987 remain with the manufacturer or supplier 

 
 

11 QUALITY CONTROL AND QUALITY ASSURANCE 
 

 Quality Assurance in the context of POCT is the process of assuring that the pathology 
services involved in the delivery of patient care have been accomplished in a manner 
appropriate to maintain excellence in medical care. 

  
This draws attention to the need for a planned and systematic approach of Quality 
Assurance to POCT procedures.  This can be achieved by following the procedures 
outlined in this policy. 
 
Quality assurance includes all the measures taken to ensure that investigations are 
reliable.  These will include: 
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 correct identification of patient 

 appropriate test selection 

 obtaining a satisfactory specimen 

 analysing it and recording the results promptly and correctly 

 interpreting the result accurately 

 taking appropriate action 

 documenting all procedures for reference 
 
Quality assurance also encompasses proper training and review of overall performance.  
Two components of quality assurance, internal quality control and external quality 
assessment can help ensure reliable results, but only if they are applied rigorously. 
 
11.1 Internal Quality Control (IQC) 
 

This is the analysis of an appropriate control material before analysing a set of 
patient specimens.  IQC provides reassurance and evidence that the system is 
working correctly.  IQC is performed daily or at a suitable interval determined by 
the laboratory.  Clinical staff using POCT are responsible for performing, 
recording, reviewing and actioning QC results. 
 
Some POCT devices incorporate electrical or optical checks, which form part of 
IQC.  This form of instrument-generated quality control is acceptable provided that 
the regulatory authorities have accepted it. 

 
11.2 External Quality Assessment (EQA) 
 

EQA involves the analysis of samples with unknown values from an external 
source.  Results are then subject to peer group assessment and statistical 
analysis to compare results across different sites. 
 
The Pathology Department can organise an appropriate CPA accredited EQA 
scheme. 
 
The Pathology Department is responsible for monitoring that IQC and EQA are 
applied to the same rigorous standard as in the laboratory setting, such as would 
satisfy CPA inspection criteria.  The Pathology department will evaluate IQC and 
EQA data, liaising with clinical users regarding performance and determining 
appropriate action in the event of unsatisfactory performance. 
 
Users of POCT have a duty to participate in an EQA scheme and perform 
adequately as part of clinical governance.  EQA samples must be analysed by a 
trained user for the POCT as if they were normal patient samples.  It is the 
responsibility of the Senior Sister to allow time for users to perform EQA analysis.  
Results should be recorded and returned to the laboratory by the date specified. 
 

LQ4.7 

12 RECORD KEEPING 
 
12.1 The results of all patient and quality assurance samples along with time, date, 

batch number, POCT device used, reference ranges used and operator details 
shall be recorded. 
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All results must include unique patient identifiers (full name, hospital/NHS number, 
and date of birth).  There should be procedures in place to ensure that the 
laboratory staff are able to access EQA and IQC results. 
 

12.2 It is essential that procedures are in place to ensure that results are both returned 
to the clinician as necessary and permanently recorded in the patient’s notes. 
 

12.3 All patients’ results must be treated as private and confidential.  If patient results 
are stored in a computer system, local rules on access to the system, whether 
stand-alone or networked, should be maintained. 
 

12.4 All results must be kept for the minimum time recommended in guidelines from the 
Royal College of Pathologist - The retention and storage of pathological records 
and archives. 
 
 

13 ADVERSE INCIDENTS 
 

13.1 Where there has been an adverse incident involving a POCT process, including 
inadequate performance or documentation of patient or QC results, the Trust’s 
Incident Reporting Policy should be followed.  If the incident is relating to a POCT 
device the Trust’s Medical Devices Policy should also be followed. 
 

13.2 If equipment is found / suspected to be defective, it shall be taken out of service, 
clearly labelled and appropriately stored until it has been repaired and shown by 
calibration, verification or testing to meet specified acceptance criteria. 
 

13.3 Failure to adhere to any policy relating to POCT devices may, in serious cases, 
result in disciplinary action. 

 
 

14 RISK MANAGEMENT 
 

14.1 It is essential that the risks associated with the use and interpretations of results 
obtained from POCT are properly managed by training and support from the 
Pathology department and the POCT Management Group.  No POCT devices are 
totally fail-safe. 
 

14.2 Clinical risks are minimized if Pathology’s advice is followed on equipment choice, 
operator training, maintenance, analytical quality procedures and record-keeping.  
Such records are always required in the course of any legal enquiries. 
 

14.3 In accordance with current guidelines, POCT devices with network connectivity 
are the preferred option.  Instruments that can be connected directly to the 
hospital information system allow transfer of data directly to the laboratory 
computer, ensuring accountability and an audit trail. 
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15 MAINTENANCE 
 

15.1 It is mandatory that the routine maintenance and calibration of equipment is 
carried out according to the manufacturer’s instructions.  Failure to properly 
maintain equipment may give misleading or dangerous results.  The POCT 
Coordinator and Medical Engineering (EBME) can advise in setting up 
maintenance schedules 
 

15.2 All problems and failures with POCT should be reported to the POCT Coordinator.  
If the problem is due to device failure or of an engineering nature, then both 
Medical Engineering and the POCT Coordinator should be informed.  Medical 
Engineering will liaise with the equipment manufacturer if necessary for repair and 
servicing. 
 
All service contracts for POCT equipment will be arranged by the Medical 
Engineering Department. 
 

15.3 Each device must have a “Device Record” in which maintenance, faults, how long 
the equipment was out of use due to a fault, corrective actions and repairs by 
named individuals are documented.  These records must be accessible to 
Pathology staff for inspection at all times. 
 
 

16 HEALTH AND SAFETY PROCEDURES 
 

16.1 POCT users and Managers must recognise the potential hazards of handling and 
disposing of body fluids and sharps outside of the laboratory setting. 
 

16.2 The Senior Sister / Department Manager is responsible for ensuring that staff are 
aware of the current legislation and guidance, including the medico-legal 
implications of transmission of infection due to lack of safe specimen handling or 
spillage. 
 

16.3 All POCT should be undertaken in a way that does not put the patient, visitors or 
any member of the Trust’s staff at additional risk.  All Trust Health and Safety 
Policies must be strictly adhered to. 
 

16.4 In line with the Trust’s Medical Devices Policy each device must receive 
appropriate decontamination before being transferred between patients, 
departments, or repair agencies; this will include status certification as necessary. 
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Appendix 1: Checklist 
 
 

  
POCT site 

 
Laboratory 

 
Both 
 

Identify clinical need √   

Contact Laboratory for advice and 
consultation 

  √ 

Prepare proposal document (see Appendix 
2) 

  √ 

Contact POCT Management Group to 
approve proposal document 
 

√   

Agree SLA between Laboratory and User   √ 

Provide User Training including QA, H&S, 
certification 

 √  

Write procedures for use, training, 
documentation, result interpretation 

  √ 

Secure supply of reagents & consumables √   

Interface devices with existing IT √   

Staged rollout   √ 

Monitor performance   √ 
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Appendix 2:  Preparation of a Proposal Document for POCT 
 
1. Please give a brief overview of the proposed POCT scheme 

 
Include information on which group of staff will be performing the testing, where the testing 
will be performed and which sites will be using the POCT under your responsibility as POCT 
lead. 

 
2. Identify the need for this POCT by answering the following questions: 

 

 What clinical benefits will this POCT Scheme Provide?  For example convenience for 
patient, rapid diagnosis or treatment, transport of patient/specimens, patient 
visits/reduced consultations. 

 

 For which group of patients will this POCT Scheme be used and approximately how 
many patients will this benefit? 

 

 Is there a protocol or set of guidelines for selecting patients to test?  Please enclose a 
copy. 

 

 Are any confirmatory / additional tests required a) using POCT devices 
 

        b) or in the laboratory 
 If yes, how will this be funded? 
 

 Is this investigation currently provided by a different mechanism?  If so how? 
 

 Why is the current method not adequate? 
 

 Have ways of reconfiguring the current method been explored? 
 

 Will POCT provide the required accuracy and precision? 
 

 Is POCT acceptable to staff and patients? 
 

 Who will maintain and take responsibility for the devices? 
 
 
3. Give details of all equipment and reagents required for this POCT scheme 
 

 What equipment and/or reagents are most suitable for your purpose? 
 

 Where will the devices be located?  Are there adequate facilities to perform POCT? 
 

 Are there adequate facilities for disposal of samples and consumables? 
 

 Who will manage the ordering of consumables including quality assurance materials? 
 

 Who will arrange maintenance contracts and emergency call-outs? 
 

 What happens if devices/processes break down? 
 

 Will the laboratory be required to provide a back-up service? 
 

 Will there be any health and safety problems? 
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4. What is the cost of the proposed POCT? 
 

 Please provide a detailed breakdown including: 
 

Capital Costs  Revenue costs  Professional costs  

Purchase/lease of POCT 
equipment 

Consumables: reagents / 
calibrators etc 

Staff training and 
laboratory support 

Ancillary equipment: centrifuges, 
incubators, pipettes etc.  

Routine maintenance 
(including service contract) 

Management of the POCT 
programme 

Working environment e.g. Health 
and Safety improvements 

Internal Quality Control 
material 

Staff operator time 

Depreciation EQA Subscription. 
Accreditation scheme 
compliance e.g. CPA (UK) 
Ltd. 

Conforming to legal 
requirements 

Interfacing with information management systems Data-handling system 

Waste Disposal & Cleaning 

Total running costs 

Cost per patient 

 

 How will these costs be met? 
 

5. Have you contacted the Laboratory for support in carrying out this POCT?  If so, 
who have you contacted? 
 

6. Quality Assurance 
 

 How will Internal Quality Control (IQC) be performed? 
 

 To which External Quality Assurance (EQA) scheme/s will you subscribe to? 
 

 Who will provide the training and competency testing for users of the POCT scheme? 
 

 Who will be undertaking audit of the service and how frequently? 
 
7. STAFF / PERSONNEL REQUIREMNENTS 
 

 What extra staff time will be required?  Are the staff currently available? 
 

 Will the users be restricted to the staff working in the location of the POCT process? 
 

 Who will be the named person responsible for the new POCT process? 
 

 Who will have responsibility for the necessary training? 
 

 What is the involvement of the Pathology Department? 
 

 How will this be resourced? 
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8. REPORTS / RESULTS 
 

 Has Pathology been consulted with regard to units, reference ranges, sample types and 
correlation with laboratory results? 

 

 How will the quality of results be guaranteed? 
 

 How will the results be recorded? 
 

 Who will be responsible for interpretation of results? 
 

 Who will take responsibility for the results obtained and any action that depends on the 
results? 

 

 Have you read the Trust POCT Policy and are you certain that the requirements of the 
policy will be complied with if the proposed POCT process is approved. 

 

 Have you applied to the Medical Devices Group for approval if necessary? 
 
 
Applicant signature: 
Print name: 
Position held: 
Directorate: 
Date: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Point of Care Testing / Version 3 / January 2016 16 

Appendix 3: Service Level Agreement Specification 
 
 
 

This SLA forms part of a Quality Management system for the planned systematic 
approach to POCT.  Details to be agreed between the user and the accredited 
laboratory. 

 
1. Specify each application, e.g. glucose testing in GP surgery: well person screening 

in Occupational Health Department, Diabetic clinic etc. 
 
2. Specify the site, e.g. Wards, Emergency Department, Outpatient clinics. 
 
3. Specify personnel involved. 
 
4. Specify the type of procedure. 
 
5. Specify the contact person for: 
 

 IQC 

 EQA 

 QC records 

 training 

 lead trainer 

 problem solving 

 maintenance 

 IT 

 contracts 

 Health and Safety 

 Stock control 

 Repairs 
 
6. Clearly specify the responsibilities of the accredited laboratory and users. 
 
7. Define the training procedure. 
 
8. Recording patient results: 
 

There must be an agreed protocol to record all patient results, include date, time 
and operator, POCT device, so that a clear audit trail is established back to the 
patient. 

 
9. Specify performance monitoring requirements. 
 
10. Specify cost for provision of accredited laboratory service. 
 
 
The agreement must be signed by both parties 
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Appendix 4 
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