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SECTION 1.1 1ntroduction 
           

            Point-of-care technologies are quickly becoming part of the transformation of 

the Health care landscape. In the right situations, when implemented properly and 

thoughtfully, Point-of-Care-Testing (POCT) can have a positive impact on 

operational efficiency and patient  Care, As POCT can be an effective means of 

improving efficiency and outcomes and responding to essential healthcare needs 

among large populations. 

 

           POCT is most advantageous when patient treatment can be improved by rapid 

results. The full potential of POCT is best realized in situations or disease states 

where having the result immediately available is imperative to treatment.  Also, in a 

situation where the patient can receive real-time counseling based on the test results 

(e.g., Hgb A1c testing for diabetic status or PT/INR testing to monitor coagulation 

therapy), POCT becomes highly beneficial. 

 

          When properly integrated, POCT allows healthcare workers to capture clinical 

data quickly and accurately, and streamline workflow and efficiency. POCT, for the 

right tests in the right situations, can improve consistency, accuracy, patient 

engagement, patient satisfaction, and ultimately patient outcomes. 

 

          The laboratory is often the starting point in the diagnostics chain, and 

ultimately responsible for ensuring that lab results are accurate and beneficial to the 

provider and to the patient. Whether lab testing takes place within the laboratory or at 

the patientôs side, laboratory professionals who understand the intricacies of testing 

and the importance of proper laboratory processes to ensure quality have an 

obligation to be involved in the oversight and growth of POCT. When the patient 

situation derives more improvement from a POC test intervention than from lab 

results performed in the core lab, this actuality takes precedent over other concerns. 

This can be related to a lack of understanding or training of non-laboratory staff who 

are typically involved in POCT or as a result of test limitations and misuse of POCT 

in extreme environmental conditions. Laboratory professional have the skill set and 

obligation to influence decisions that will encourage appropriate POCT usage where 

it is most beneficial to improve patient care, and this offers another opportunity for 

them to be an integral part of the future of diagnosis.  

 

************************* 
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Section 2 General Guideline  

1.Purpose 
 

1.1 The purpose of this document is to provide standardized management of Point of Care Testing 

(POCT) devices and procedures throughout the MOH hospital -Jeddah, (KFGH) as recommended 

by the CBAHI thereby ensuring a cost efficient and clinically effective analytical service. This 

applies to all POCT devices used as a basis for medical intervention whether purchased, loaned or 

gifted.  

 

1.2 This document applies to any member of staff within King Fahad general hospital-Jeddah (or 

managed areas of KFGH), who use a POCT device, are responsible for an analyzer, act upon or 

record results produced by POCT devices, which includes all medical, nursing, laboratory, 

information technology staff and other members of healthcare teams. 

 

 1.3 A POCT tests /device includes 

the following:  

 

Å Blood gas analyzer 

Å Glucose meter  

Å Urine dipstick 

 Å Hemoglobin meters  

Å Coagulometer  

Å Cardiac markers . 

 

 

The above list is not an exhaustive 

list, and other devices may be 

included.  

 

 

2.0ABBREVIATIONS 

 
¶ POCT : Point of Care Testing  

¶ EQA: External Quality Assurance 

¶ GP: General Practitioner  

¶ INR; International Normalized Ratio 

¶ IT :Information Technology 

¶ LIS :Laboratory Information System  

¶ HIS: Hospital Information System 

¶ QA :Quality Assurance  

¶ QC: Quality Control 
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¶ CBAHI: Central Board for accreditation of Health 

institutions.   

¶ CLIA: Clinical Laboratory Improvement 

Amendments. 

¶ SOP: standard operating procedure. 

¶ CAP: quality assurance programs. 

3.0 Introduction 
 

3.1 A POCT can be defined as any analytical test 

performed on a patient by a healthcare professional outside 

of the conventional Laboratory setting. As a result this is a 

test that can be used for diagnosis, monitoring or prognosis 

and may be acted upon resulting in medical intervention on 

 a patient. 

 

 3.2 POCT when used properly and appropriately can have 

huge patient advantages as it provides a result quickly and 

hence allowing for a rapid decision to be made. However, 

if used inappropriately and by untrained staff incorrect 

results can be produced and acted upon that may lead to patient harm.  

 

3.3 This document is to provide a working directive for all areas that utilize POCT in their clinical 

management of a patient thereby reducing the risk to patients and staff 

 

 

4.0 Scope 
 

4.1 The policy applies to all directorates and 

departments who use POCT device.  

 

 

 

 

5.0 Equality & Diversity 
 

5.1 KFGH is committed to the provision of a service that is 

fair, accessible and meets the needs of the individual.  

 

 

 

 



Kingdom of Saudi Arabia 

 

ϣтϸнЛЃЮϜ ϣуϠϽЛЮϜ ϣЫЯггЮϜ 

Ministry Of Health ϣϳЋЮϜ ϢϼϜϾм 

KINGFAHDHOSPITAL  ϢϹϯϠ ϹлТ  ЩЯгЮϜ пУЇϧЃв 

 

  POINT of CARE PROGRAM MANUAL 

  

 
8 

 

6.0 Definitions  
 

6.1 Point of care testing (POCT) device is any device can provides a 

diagnostic, prognostic or therapy maintenance result.  

 

 6.2 CBAHI standards are the accreditation body which assesses all Laboratory medicine & Blood 

bank department to ensure adherence to the international standards 

 

 6.3 Waived & Non Waived POCT  : If the point-of-care testing procedures are identified by CLIA 

as waived while others are moderately complex. A site performing only waived tests must have a 

ñCertificate of Waiverò license but will not be routinely inspected. They must however adhere to 

manufacturerôs instructions for performing the test.  

ñGood Laboratory Practiceò dictates appropriate quality testing practices as outlined in the CLIA 

moderate and high complexity test requirements. These include the training of testing personnel, 

competency evaluation and performance of quality control. 

 

6.4 Quality control (QC) : is a method to test if a POCT device is operationally sound. These are 

ideally done on a daily basis or at least prior to the use of a device. The frequency of testing is 

determined by the Laboratory medicine & Blood bank department.  

 

6.5 External quality assurance /Proficiency testing (EQA) is sent out by the Laboratory medicine & 

Blood bank department usually on a monthly basis and it determines the safe operation of a POCT 

device from operator to result. It also compares the result to other users across the Saudi Arabia. 

 

6.6 Validation 

Means the confirmation by examination and the possession of objective evidence that the particular 

requirements for a specific intended use are fulfilled.  

 

6.7 Verification means the application of the validation process only 

to a nonconforming aspect of an otherwise validated reagent (new 

lot). 

 Verification can comprise activities such as:  

1. performing alternative calculations 

2. comparing a new design specification with a similar design 

specification 

3. undertaking tests and demonstrations 

4. Reviewing documentation prior to issue. 
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7.0 Roles & Responsibilities 
  

7.1 The Medical director of Laboratory medicine & Blood bank 

department has overall responsibility to ensure the safe operation 

of all POCT within KFGH 

Å In conjunction with POCT group He/She is responsible for 

setting overall strategy and policy to support the effective 

identification and management of risks that are associated with 

the acquisition, use, maintenance and repair of POCT devices. 

 Å Advises and assists on the appropriate procurement of POCT 

devices to ensure that they are clinically valid and safe and have 

uniformity across the KFGH. 

Å Assists with interpretation of results  

Å Troubleshooting where possible 

 Å EQA coordination and interpretation 

 Å Assistance with writing of standard operating procedure (SOP) 

 Å Comparability to the laboratory method if available 

 

 

 7.2 Clinical and Service Directors are responsible for ensuring that all staff are trained and 

competent to use the POCT devices within their division. To ensure that the training records are 

shared with Laboratory medicine & Blood bank department who must hold a central bank of all 

those trained. They must also ensure that there is appropriate focus within their division and as 

advised by the POCT program to have a nominated individual within each department ( SITE 

POCT COORDINATOR ) who may liaise for all aspects of POCT. 

 

 7.3 Biomedical Engineering Department (BME) are responsible as follows:  

Å To ensure processes are in place so all devices are under appropriate 

service contracts and are maintained to manufacturerôs guidelines 

 Å To keep a record of all service interventions, planned and corrective 

maintenance 

 Å To keep a record of all devices within the KFGH and to regularly 

update to ensure that all devices are appropriately monitored by 

Laboratory medicine & Blood bank department. 

 

7.4 POCT Group/ Coordinators are responsible as follows: 

 

 Å Advising the KFGH on the selection, procurement, maintenance, 

quality control (QC), external quality assurance (EQA). This group will 

be represented on and report to the Medical Director of Laboratory 

medicine & Blood bank department)  

Å To ensure that the POCT policy is adhered to. 

 Å Responsible for the periodic review of the POCT policy and the terms of reference of the 

POCT committee  
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Å To ensure that the POCT policy is adhered to and followed when devices are being 

requisitioned and to ensure that the POCT adds to the patient pathway by ensuring clinical 

effectiveness. 

Å To be the contact point for the KFGH for all analytical aspects of POCT 

Å Will ensure the validation/verification, and implementation are appropriately completed. 

Å To distribute EQA  

Å To interpret EQA reports and to send useful feedback to the POCT users 

 Å Respond to areas that do not adhere to safe practice such as failing to complete QC and regular 

EQA participation  

Å Where appropriate to write SOPôs for users and to offer advice to others regarding content 

 Å To assist with any suggested and appropriate laboratory comparisons 

 Å To highlight any clinical errors/queries to the POCT clinical lead  

 

 

7.5Link Persons (SITE POCT coordinator) 

 Å To be the contact point for POCT in their clinical area  

Å Act as a cascade trainer.  

Å Ensure QC and EQA are performed  

Å Ensure safe use of any POCT device under the guidance of their Clinical and Service leads.  

Å Ensure ongoing competency of staff 

All staff using/operating POCT  

Å Ensure that they are trained to use the equipment 

 Å Ensure they use the equipment for its intended purpose 

 Å Ensure they comply with this Policy  

Å To report any incidences involving POCT through Waqaya. 

ÅEnsure patients using POCT equipment off site know how to use it and take appropriate care of it, 

including returning it to the KFGH 

 

8.0 Point of Care Testing (POCT) 
 

8.1 Rationale this is a test that sits outside of Laboratory medicine and blood bank department 

and its use can be beneficial in the following:  

Å Where clinical management in an acute setting is enhanced by the result of a diagnostic test. 

 Å Where the result in a clinic setting will ensure more effective counseling of the patient and/or 

change in therapeutic management. 

 Å Where the result ensures safe practice of further intervention. 

 

 8.2 Standard Operating Procedures (SOP) 

 All POCT devices must have an SOP, which is subject to regular review and are available to and 

followed by all operators of the device. The SOP must be written to standards required by 

CBAHI. 
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8.3Patient Results and Connectivity. 

 

8.3.1 Where possible all POCT should have IT connectivity 

to laboratory data systems. If this is not possible then the 

device should have localized software that can be 

monitored by Laboratory medicine and blood bank 

department, thereby acting as a reservoir of patient results 

should they need to be recalled.  

 

8.3.2 If connectivity is not possible then the results must be 

manually recorded in a KFGH approved logbook that 

details the following information; operator, date, patient, patient hospital number, lot number of 

test, result. All completed logbooks should be returned to POCT Group. 

 

 8.4 Quality Control (QC).  

 

8.4.1 QC and EQA together ensure the safe working practice of a 

device and together can often detect an analytical fault that may 

result in wrong results being reported. 

 

8.4.2 Following proper quality control procedures is essential.  Lack 

of quality control can result in serious misinterpretations of test 

results. 

 

8.4.3All test procedures require that a fixed number of quality control (QC) samples be run at 

pre-determined intervals.  QC samples are samples which contain a known concentration of the 

analyte being measured.  If the result of the QC sample is not within its expected range, it is an 

indication that patient samples would give erroneous results.  If QC results are out-of-range, 

patient samples may not be run. 

The point of care testing coordinator will be responsible 

for the purchase and storage of acceptable quality control 

material. 

 *Frequency:  The frequency of such testing depends 

on the assay being performed. Review the specific test 

procedure. 

 *Number:  Generally, one QC sample within the 

reference (normal) range is required, and at least one 

abnormal sample.  Thus a minimum of two, and 

sometimes three samples are to be run each time a QC 

check is done. Refer to the specific test procedure. 

 

 *Expected values:  For each QC sample, the 

laboratory will establish the expected range.  These ranges 

reflect the technical imprecision of the test and the 
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biologic variation that is considered significant.  The laboratory will also establish a flow sheet 

to aid in interpretation of the QC results, to determine whether patient results will be reliable.  

POCT coordinator will be available at all times to help with interpreting results of QC samples 

and advising whether patient testing may proceed.  
 

8.4.4 The key performance indicator for QC testing is imprecision. 

 As the number of QCs tested builds up, it is possible to calculate the imprecision (or degree of 

reproducibility) of your QC testing on the POCT device. 

 Imprecision, expressed as a coefficient of variation [CV%], is calculated using the formula: 

               CV% = (standard deviation [SD]/mean) x 100%  

As a general rule, the lower the imprecision, the better the performance of the device. Your local 

laboratory or your specialist POCT provider can help you assess whether the performance of 

your device meets acceptable analytical standards, as there are a set of internationally accepted 

analytical goals for most laboratory tests, including some common POCT tests 

 

 8.4.5 Any site that has a device must participate in regular EQA and where possible QC. If this 

is not adhered to it may result in the removal of devices until it is deemed safe to return them. 

This is not relevant to devices that patients use at home. 

 

8.5 External Quality Assurance (proficiency testing )  

8.5.1Principles 

- External Quality Assurance (EQA), sometimes referred to as Proficiency Testing, is an 

essential part of assuring the quality of the testing process. 

 -It is a system designed to objectively assess the quality of results 

obtained by comparing the performance of different methods and 

different testing sites.  

-This comparison between different testing sites is often referred to 

as peer comparison.  

-All participating health centers analyze an identical unknown 

specimen on their POCT equipment and send the results to the 

EQA provider.  

-The EQA provider sends a report to the health center detailing 

their performance.  

-EQA complements internal quality control to help assure the 

POCT operator and the patient that the test results are valid.  

 

8.5.2 EQA Providers  

-EQA programs are provided by suppliers known as quality 

assurance programs (QAP).  

-For example: Perform the health center enrolls in the QAPôs EQA 

program for the tests being performed. The -QAP will periodically 

send multiple specimens to the POCT operator.  

-These are tested according to a time schedule and the results 

returned to the QAP. 
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The QAP compares each health centerôs results with other participants and/or a ñcorrect 

answerò and sends a report to the health center which shows this comparison. 

 

8.5.3Who Performs the EQA 

-The EQA samples should be 

assayed in the same manner as a 

patient sample.  

-Therefore the POCT operator who performs the patient samples should run the EQA samples. 

 

8.5.3 Reviewing EQA Performance 

The POCT Coordinator reviews this report which shows whether the 

analytical performance of the POCT instrument is clinically acceptable and 

comparable to other users of this instrument.  

-This report also allows long term monitoring of 

analytical performance allowing early detection of 

problems. -If required corrective action should be taken.  

-All corrective action should be documented. 

 

8.6 Data Capture and Reporting Results  

8.6.1 The results obtained from POCT testing should at 

least be recorded but more appropriately, become part of 

the patient record.  

8.6.2 While POCT should be used for tests where the 

result can be acted upon immediately, this does not mean 

that the results should be discarded; retention in the 

patient file remains essential. 

 

8.6.3 An international standard is available for facilitating 

the connectivity of POCT devices to information systems 

and many purchasing organizations will only introduce POCT devices if that 

connectivity can be achieved. 

8.6.4 IT is also integral to the POCT device itself including software that requires 

operator identification, patient information scanning and quality control checks 

before the system can be operated. 

 8.6.5 Desirable IT Related Capabilities of POCT Equipment 

 The following list includes features which are not possible on older legacy 

devices but are becoming more readily available on newer instruments.  



Kingdom of Saudi Arabia 

 

ϣтϸнЛЃЮϜ ϣуϠϽЛЮϜ ϣЫЯггЮϜ 

Ministry Of Health ϣϳЋЮϜ ϢϼϜϾм 

KINGFAHDHOSPITAL  ϢϹϯϠ ϹлТ  ЩЯгЮϜ пУЇϧЃв 

 

  POINT of CARE PROGRAM MANUAL 

  

 
14 

 

Å Bidirectional data communication to allow patient data to be downloaded to the 

device and results matched with patient data to be fed back to the information 

system 

 Å Use existing infrastructure ï an instrument that utilises existing communication 

infrastructure to capture/transfer results will avoid the costs of changing or 

upgrading the existing network. It is highly desirable that all POCT results be 

transferred electronically to an appropriate database  

Å Wireless connectivity for POCT devices is now available and allows more 

flexibility where devices are used Å Security of access and data is essential to 

ensure patient confidentiality If results are to be transferred to outside users, 

intranet encryption of results should also be considered 

 Å Devices should be ñplug and playò in that they can be connected to any 

database/LIS/HIS system 

 Å Device should use common docks, ports and wiring for communication 

 Å Ability to scan patient barcodes to facilitate entry of patient information  

Å Allow regular monitoring of QC data to evaluate system performance. 

 
 

Point of Care Testing Equipment9.0 Procurement of  

 
There are two steps to the procurement of a POCT device. 

 

is to obtain the approval from the POCT Committee. This preliminary step in  1 The first step9. 

the procurement is to ensure the following criteria has been considered /met: 

 Å Is there a clinical need?  

Å How does it benefit the patient?  

Å Has it been discussed with the laboratory?  

Å Can Laboratory medicine and blood bank 

department offer a solution to meet the need?  

Å Is it cost effective? 

 Å Does it have end to end connectivity? 

 Å How does it compare with the laboratory 

methodology?  

Å What devices are available in the KFGH? 

is the submission of an  The second step9.2  

Authority to Invest site which is the ministry of 

health (regional lab) These 2 processes are shown 

below in a flow diagram to demonstrate the steps 

involved.  
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9.3 As per Medical Devices policy, the POCT committee 

are committed to the standardization of equipment across 

the KFGH. The reasons for this are as follows: 

 Å Reduce risk to patients by ensuring equipment 

commonality. 

Å Reduce the range of consumables purchased. 

Å Reduce maintenance. 

 Å Reduce training requirements. 

Å Reduce purchasing cost by use of competition and 

purchasing power. 

Å Reduce lifetime costs. 

 Å Improve patient care. 

9.4 Role of the POCT committee   

 

9.4.1 To obtain approval from the POCT committee.  A 

Point of Care Testing Request Form (Appendix 1 of this 

policy) should be submitted to the committee as much 

detail and evidence as possible should be submitted to ensure that full consideration is given. 

The group will review the application in light of the tests available in Laboratory medicine and 

blood bank department and what devices are available in the KFGH. 

 

 The committee should have representation from all major directorates to ensure that the 

application has full consideration. If the proposal accepted Laboratory medicine and blood bank 

department will offer their assistance with the regional lab /minstery of health that needs to be 

submitted to the Investment Group. 

 

9.4.2 Role of Procurement The involvement of Procurement will depend on the device being 

requested and how the device will be procured but commercial and business support will be 

provided to ensure the needs of the KFH are met. This may involve application to a framework, 

or a tender process (ALGHALYGY ïALMOSNAFATE 

10.0 Equipment Evaluation 
 

10.1 Any equipment that is to be trailed must be done with the 

oversight of Laboratory medicine and blood bank. 

 

 10.2 Evaluations will usually be undertaken by Laboratory 

medicine and blood bank which will allow where possible 

direct comparison with laboratory methodologies. 

 

 10.3 Informal visits of representatives and leaving equipment 

without prior consent from Laboratory medicine and blood 

 bank is not permitted. 
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11.0 Reporting Adverse Incidents 

 
 

11.1 Any incident that occurs as a result of equipment 

failure, failure of correct training, or other invention must 

be reported through .Biomedical department.  

 

11.2 All relevant POCT incidences should be highlighted to the POCT 

Coordinator and the Medical director of the laboratory medicine and blood 

bank.  

 

 11.3 POCT incidence trends will be reviewed at the POCT committee. 

 

 

 

 

 

12.0 Audit 
12.1 Audits will be conducted by both KFGH staff and 

where possible by POCT coordinator to ensure compliance 

with   this policy.  

 

12.2 The findings of the audits must be fed back to the Medical director of the laboratory 

medicine and blood bank and the actions will then be decided and discussed with the relevant 

clinical areas.  

 

12.3 POCT audits will also be reviewed at the POCT committee  
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13.0 Training 

 
13.1 Only staff that have been trained and deemed competent should 

operate POCT devices.  

 

13.2 Following procurement, and installation, relevant staff must be 

trained, including a nominated POCT site coordinator. The training 

plan should initially be implemented by the manufacturer with an 

ideal training level of 75% of relevant staff prior to a device. The 

practical session should be conducted in small groups to enable each trainee to experience using 

the POCT technology in a practical óhands-onô sense and gain  

Confidence prior to commencing patient testing 

Training should cover both the theory and practice of conducting 

POCT and include the following aspects as a minimum requirement: 

 Å Setting the clinical scene (disease process and pathophysiology) 

 Å Clinical utility and significance of the test 

 Å Recommended frequency of performing the test 

 Å Clinical decision limits or reference intervals  

Å Performance characteristics of the POCT instrument and its technical 

limitations 

 Å Patient preparation and sample collection requirements (including 

correct preservative or anticoagulant)  

Å Reagent preparation and storage 

 Å How to perform the test on the device (including calibration)  

Å How to interpret, report and act on POCT results (including those outside 

the measuring range of the device and outside the predefined clinical decision 

limits for the test)  

Å The principles and practice of quality control and external quality assurance 

 Å Maintenance and common trouble shooting 

 Å Occupational health and safety issues including infection control practices, waste 

management 

Compliance with accreditation requirements (if  Å 

appropriate) 

At the completion of formal training, trainee 

competency should be determined by written and 

practical assessment. Trainee competency should be 

assessed in a practical sense by both the successful 

conduct of a routine POCT test (ideally the entire 

testing procedure not just analytical) in the presence 

of the POCT Operator and by a written assessment 

through a series of short questions to ensure key 

theoretical concepts have been grasped. Successful 

trainees should receive a competency certificate 




