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1.
1.1

Introduction
a) This document describes the specific requirements to be complied by
clinical immunology sections to be accredited.
b) The International Standard ‘ISO 15189 Medical laboratories –
Particular requirements for quality and competence’, other MEDICAL
Series Technical Notes published by SAC-SINGLAS shall be studied
in conjunction with this document.

2.
2.1

General Technical Note : Medical 001
Please refer to General Technical Note : Medical 001 for the following:
 Personnel
 Collection and Handling of Specimens
 Physical Facilities
 Reagents
 Reference Materials
 Requisitions, Test Methods and Method Validation
 Maintenance of Equipment
 Calibration of Equipment
 Quality Control and Proficiency Testing
 Laboratory Safety
 Retained Samples
 Waste Disposal
 Reporting of Results

3.
3.1

Diagnostic Immunology
There shall be sufficient and appropriate space, equipment, facilities and
supplies for the performance of the required volume of work with accuracy,
precision, efficiency and safety.

3.2

There shall be an ongoing comprehensive quality assurance programme,
which is designed to monitor and evaluate the overall quality of the total
testing process.

3.3

Each laboratory shall have a safety programme designed to minimize risks
to the health and safety of employees and patients. There shall be a
written safety plan with procedures for biological, chemical and radiation
safety and a system for monitoring training and compliance.

3.4

There shall be adequate and competent staff with the required education,
training and experience to perform the procedures and tests. A
comprehensive competency assessment programme should be in place
with provisions made for all personnel to further their knowledge and skills.
Appropriate criteria must have been developed and should be available for

3.5
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test selection, specimen collection and processing. Procedures should be
in place to ensure accurate and reliable test reporting systems.
3.6

There should be timely reporting of test results based on testing priorities
and a system should be in place to document problems in communication
of laboratory results.

3.7

There shall be appropriate internal quality control procedures for each
testing process, selected on the basis of the analytical quality required.
Positive and negative controls for qualitative tests shall be run at least
once on each day of analysis, based on the manufacturer’s instructions.
For quantitative tests, control samples at more than one level shall be run
at least once each day of analysis.

3.8

The quality control programme shall include method performance
validation, preventative maintenance and instrument function checks in
place. New kits and reagents must be checked against old reagents to
ensure comparable reactivity.

3.9

The laboratory shall participate in recognised proficiency testing
programme and show acceptable performance with proficiency testing
specimens.

3.10

There shall be appropriate record storage and retrieval systems.

3.11

For laboratories involved in transplantation, the personnel must have the
required knowledge and experience in the field of histocompatibility
testing.
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