
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

STR 2.4 - SPECIFIC TECHNICAL REQUIREMENTS 
 FOR ACCREDITATION OF HAEMATOLOGY AND 

TRANSFUSION MEDICINE LABORATORIES  
Issue 6, 06 April 2026 

 (Supplementary to MS ISO 15189:2022) 
 
 
 
 
 

 
 

 
  

 
  

 
 

 
 
 
 
 
 
 
 

SKIM AKREDITASI MAKMAL MALAYSIA (SAMM) 

LABORATORY ACCREDITATION SCHEME OF MALAYSIA 



 

 

TABLE OF CONTENTS 
 

 

 Page 

Introduction 1 

1 Scope 1 

2 Normative references 2 

3 Terms and definitions 2 

4 General requirements  2 

5    Structural and governance requirements 2 

6    Resource requirements 2 

7    Process requirements 5 

8 Management system requirements  9 

 Annex A (Normative) Transfusion Medicine Laboratory 10 

 Bibliography  17 

 Acknowledgements 18 



 
Specific Technical Requirements for Accreditation of Haematology and Transfusion Medicine Laboratories  

STR 2.4 Issue 6, 06 April 2026                                                                                                                            Page 1 of 19 
  

Introduction 
 
This document describes the specific technical requirements to be complied by haematology and 
transfusion medicine laboratories. For transfusion medicine laboratories, reference shall be made to 
Annex A for the requirements of clauses 6 and 7. 
 
This document should be read in conjunction with the MS ISO 15189 Medical laboratories - 
Requirements for quality and competence and other accreditation criteria documents published by the 
Department of Standards Malaysia (JSM). The clause numbers correspond to those in the standard 
but since not all clauses require supplementary requirements, the numbering may not be continuous. 
 
Compliance with this document does not in any way exempt laboratories from or diminish their 
responsibilities in observing / complying with existing national laws and regulations / guidelines 
currently enforced in the country. 
  
 
1 Scope  

The areas for which accreditation may be offered are listed below: 
 

1.1 Routine haematology may include: 

i) Full blood count (FBC) and differential count (DC) 
ii) Peripheral blood film examination (PBF) 
iii) Reticulocyte count 
iv) Erythrocyte sedimentation rate (ESR) 
v) Prothrombin time / international normalised ratio (PT / INR) 
vi) Activated partial thromboplastin time (APTT) 
vii) Thrombin time (TT) 
viii) D-dimer  
ix) Fibrinogen degradation products (FDP) 
x) Fibrinogen 
xi) Glucose-6-phosphate dehydrogenase deficiency (G6PD) screening 

 
1.2 Specialised haematology may include tests other than those listed in 1.1 above:  

i) Full blood picture (FBP) 
ii) Haemoglobin (Hb) analysis  
iii) Special haemostasis e.g. factor assays, von Willebrand factor assay, platelet function test, 

lupus anticoagulant test and thrombophilia test  
iv) Bone marrow examination which includes bone marrow aspirate (BMA) morphology and 

cytochemical stains and / or trephine biopsy (BMT) 
v) Flow cytometric examination e.g. CD4 / CD8 enumeration, CD34 enumeration, leukaemia / 

lymphoma immunophenotyping and paroxysmal nocturnal haemoglobinuria (PNH) testing 
vi) Tests for red cell disorders e.g. G6PD quantitative assay and osmotic fragility of 

erythrocytes (OFT) 
vii) Molecular haematology tests e.g. haemato-oncology, thalassaemia and other red cell 

disorders, haemophilia and other bleeding disorders and thrombophilia 
  

1.3 Transfusion medicine and transplant immunology may include: 

i) Blood grouping (ABO and Rh) excluding at blood donation site 
ii) Red cell phenotyping  
iii) Antibody screening e.g. direct and indirect antiglobulin test  
iv) Antibody identification  
v) Compatibility testing 
vi) Platelet immunology e.g. platelet antibody, platelet cross matching, platelet typing 
vii) Granulocytes immunology 
viii) Blood group genotyping (molecular) 
ix) Transplant immunology tests 
x) Transfusion microbiology tests for transfusion transmitted infection (TTI) 
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It excludes blood procurement, production of blood components and activities prior to supply of 
blood stock to a transfusion testing laboratory. 

 
 
2 Normative references  

i) MS ISO 15189 - Medical Laboratories - Requirements for quality and competence 
ii) SC 2 - Specific Criteria for Accreditation in the Field of Medical Testing 

 
 

3 Terms and definitions 
 

3.1 Transfusion medicine laboratory 
A facility that tests patient and blood donor samples, manages safe storage, inventory, and 
supply of blood and blood components for transfusion.  

 
3.2 Blood components  

Components derived from processing of whole blood e.g. packed red blood cell, fresh frozen 
plasma, cryoprecipitate and platelet concentrate. 

 
3.3 Peripheral blood film examination (PBF) 

Examination of peripheral blood smear with descriptive comment. 
 

3.4 Full blood picture (FBP) 
Examination of peripheral blood smear with interpretative report. 

 
 
4 General requirements 

 
Same as MS ISO 15189 and SC 2. 

 
 

5 Structural and governance requirements  
  
 Same as MS ISO 15189 and SC 2. 

 
 

6 Resource requirements  
 

6.2 Personnel 
 
6.2.1  General 
 
a) There shall be at least one competent technical personnel present in the laboratory, during 

working hours (operating hours) appropriate for the type of test(s) provided, routine and / or 
specialised. 

 
6.2.2  Competence requirements   
 
a) Personnel qualifications 

 
1) Technical personnel 

i) A medical laboratory scientist (MLS) shall be a person with at least a Bachelor of Science 
Degree or equivalent recognised by the Government of Malaysia and at least 6 months of 
supervised training in haematology laboratory and / or transfusion medicine laboratory 
(whether as part of the degree programme or as post-degree training). All technical 
personnel shall be registered with Allied Health Professionals Registry. 
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ii) A medical laboratory technologist (MLT) shall be a person with at least a Diploma in Medical 
Laboratory Technology or an equivalent, recognised by the Government of Malaysia and at 
least 6 months of supervised training in haematology laboratory and/or transfusion medicine 
laboratory (whether as part of the diploma programme or as post-diploma training). All 
technical personnel shall be registered with Allied Health Professionals Registry. 

 
iii) An assistant MLS (however named) shall be a person with a Diploma of Science or 

equivalent recognised by the Government of Malaysia and at least 6 months of supervised 
training in haematology laboratory and / or transfusion medicine laboratory (whether as part 
of the diploma programme or as post-diploma training).  

 
2) Clinical personnel  

i) A haematologist shall be a medically qualified pathologist who has obtained a postgraduate 
qualification in pathology, such as a Master of Pathology or its equivalent and at least 3 
years of training or working experience in haematology laboratory whether as part of the 
pathology qualification training programme or as post-qualification experience and shall be 
registered with the National Specialist Register.  

 
ii) A medical officer shall be a medically qualified with full registration with the Malaysian 

Medical Council (MMC) and valid Annual Practicing Certificate (APC).  
 

3) Technical manager (however named) is the key personnel responsible for technical operation 
in the scope of:  

i) Routine haematology  
 

a. A haematologist; or 

b. A MLS at least 2 years technical experience in haematology laboratory; or  

c. A MLT / assistant MLS with at least 3 years technical experience in haematology 
laboratory. 

 
ii) Specialised haematology 

 

a. A haematologist; or 

b. A MLS with at least 3 years technical experience in particular area of specialised 
haematology; or  

c. A MLT with at least 5 years technical experience in specialised haematology. This 
requirement applies only to the appointment of technical manager (TM) for the scopes 
of FBP and bone marrow examination.  

 
5) Contract personnel 

Shall meet the same requirements as for technical and clinical personnel above. 
 
c)  The laboratory shall have a procedure for managing competence in haematology / transfusion 

medicine laboratory as follows: 
 

i) There shall be supervised training for any personnel assigned to a new responsibility.  

ii) Competency assessment for personnel assigned to a new responsibility shall include aspects 
of knowledge and technical skills. 

iii) Competency assessment in haematology / transfusion medicine laboratory testing shall be 
conducted by a competent technical personnel and shall be verified by an authorised 
personnel.  
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iv) Competency assessment for new test methodology or technology shall be performed by a 
qualified trainer and verified by an authorised personnel. 

v) Competency assessment for medical officers performing haematology / transfusion medicine 
laboratory reporting shall be conducted by a haematologist / transfusion medicine specialist 
or authorised personnel. 

vi) Participation in external quality assessment (EQA) / interlaboratory comparison (ILC) may be 
part of competency assessment.  

vii) Transfusion medicine technical personnel should participate in EQA / ILC at least once a year.  

viii) The laboratory shall have procedure for personnel to undertake duties after long period of 
absence from work.  

 

Note:  
i) If the absence exceeds 6 months, they must undergo the relevant competency assessment. 
ii) If the absence exceeds 2 years, they are required to complete appropriate training followed by 

competency assessment. 

 
d)  Documented information demonstrating competency. 

 

The following criteria shall be fulfilled in assessing personnel competency but not limited to:  
 

i) Haematologist: 
 

a. The laboratory shall establish minimum number of workloads to maintain the competency 
in the scope of interpretative tests applied for accreditation. 

 

Note 1: As a guide, the laboratory workload as listed below reflects the reasonable range of cases 
for the common haematology tests under the scope as follows:  

 FBP: minimum 500 cases / year  
 Hb analysis: minimum 100 cases / year 
  Bone marrow examination: minimum 12 cases/year 

 
b. Where the number of tests (e.g. bone marrow aspiration, Hb analysis, etc.) are too few / 

insufficient, the laboratory shall take part in documented supplementary activities designed 
to maintain competency. 

 

ii) Medical officer 
 

a. Reporting under supervision of at least 20 normal FBP reports of which 10 cases with 
differential white cell blood count. 

 

b. Reporting under supervision at least 50 abnormal FBP reports e.g. hypochromic microcytic 
anaemia, nutritional anaemia, reactive leukocytosis, cytopaenias, acute and chronic 
leukemia, haemolysis, microangiopathic haemolytic anemia (MAHA) pictures and 
thrombocytopaenia. 

 

c. Competency assessment for medical officer reporting FBP shall be performed by a 
haematologist. 
 

iii) MLS / MLT  
 

a. MLT / MLS providing descriptive results (e.g. PBF examination, G6PD screening) shall be 
trained and have knowledge of workflow-related procedures. 

 

b. Training for MLT / MLS performing slide review / PBF examination shall cover normal and 
abnormal cases involving red cell, white cells and platelets. Competency assessment shall 
include case-based morphology reviews and evaluation of manual differentials.  
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6.2.3  Authorization 
 

i) Authorisation of personnel to perform laboratory activities shall be documented and reviewed 
at least once in two years. 

 
ii) Authorisation shall specify the assigned testing activities for each personnel. 
 
iii) An assistant MLS may be allowed to perform analytical testing and validation of routine tests.  

 
6.2.4  Continuing education and professional development 
 
All technical and clinical personnel shall participate in continuing education in areas related to 
haematology and transfusion medicine including but not limited to: 
 

i) Annual participation in relevant workshops, seminars and conferences. 
 
ii) Online courses or certifications related to biosafety or quality management. 
 
iii) Case reviews and discussion sessions for learning purposes e.g. nonconformities or difficult / 

complex cases. 
 
 
7 Process requirements      
 
7.1   General 
 
Same as MS ISO 15189. 
 
7.2   Pre-examination processes 
 
7.2.4 Primary sample collection and handling 
 
Primary sample collection and handling procedures should comply with the latest version of accepted 
guidelines, examples include: 

 

i) Operational Policy in Pathology Services 
ii) ISO 20658 Requirements for the Collection and Transport of Samples for Medical 

Laboratory Examinations 
iii) British Committee for Standards in Haematology (BCSH)  
iv) Clinical and Laboratory Standards Institute (CLSI) 
v) International Council for Standardization in Haematology (ICSH) 

 
Any deviation from the above guidelines shall be validated.  
 
7.3  Examination processes        
 
7.3.1 General 
 
a) When digital morphology is used, it shall be verified / validated for intended use against the 

conventional manual method to ensure accuracy and comparability of results.  
 
b)  For quantitative tests, analytical performance specifications (APS) should be established. APS 

define the quality required and specifies the allowable measurement error that can be tolerated 
without compromising patient safety. In the laboratory, APS is applied to activities that include but 
are not limited to: 

 

i) Method verification 
ii) Long term internal quality control  
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iii) Interlaboratory comparison monitoring 
iv) New reagent lot verification 
v) Comparability of patient results 
vi) Measurement of uncertainty  

  
Note: The determination of APS is based on but not limited to: 

i) Clinical outcome based on the impact on the patient’s management. 
ii) Biological variation (BV) of the measurands. 
iii) The current technology defined as the highest level of analytical performance technically 

achievable (obtained from the manufacturer). 

 
7.3.2   Verification of examination methods  
 

i) For quantitative tests, components to be verified may include: 
 

a. Precision  
b. Method comparison 
c. Linearity (measurement and reportable range), with exceptions as in notes 1) and 2) 
d. Reference interval verification  
e. Carryover  

 

Note:  

1) The measurement of linearity is not applicable for aPTT, PT and TT tests.  

2) For linearity study of calibrated coagulation assays such as D-Dimer, Fibrinogen, and Factor Assays, 
the following recommendations are applicable: 

i) Determination of limit of quantitation (LOQ) is not usually required for test systems that have been 
approved by recognised regulatory bodies, examples of which include Medical Device Authority 
(MDA) Malaysia, European Commission (EC) and U.S. Food and Drug Administration (FDA).  

ii) However, lower limit of quantitation (LLOQ) should be determined if the calibration curve is 
extrapolated below its lowest point. 

 References:  

i. Standard Operating Procedure for Technical Quality Assurance in Haematology  
ii. International Council for Standardization in Haematology (ICSH) laboratory guidance for the 

verification of haemostasis analyser-reagent test systems  
 

3) For coagulation testing, assessment of reagent carryover, sample carryover, on-board reagent 
stability and interference may not be necessary during the method verification (if manufacturers can 
provide validated instrument specifications during regulatory approval process).  

References:  

i. Standard Operating Procedure for Technical Quality Assurance in Haematology   
ii. International Council for Standardization in Haematology (ICSH) laboratory guidance for the 

evaluation of haemostasis analyser-reagent test systems. Part 1: Instrument-specific issues and 
commonly used coagulation screening tests 

 

ii) For qualitative tests, the minimum components to be verified may include: 
 

a. Precision 
b. Method comparison  

• Assess staining quality to confirm that the staining colors match the instruction of use 
(IFU) and check for the presence of any non-specific background staining when known 
diagnostic accuracy criteria is available e.g. cytochemistry stain, Leishman stain and 
Wright stain. 

• Statistical analysis for positive agreement and negative agreement or Cohen’s Kappa 
when known diagnostic accuracy criteria are not available e.g. G6PD screening tests. 
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7.3.4   Evaluation of measurement uncertainty (MU)      
  

The laboratory shall review MU at minimum once a year. MU shall be re-estimated when significant 
changes occur within a measurement system, examples include change of equipment, upgrade of 
equipment, test method change and changes that are noted from trends in the laboratory’s own 
internal quality control.  

 
The quantitative test parameters for determination of MU shall include at least the following.  

i) FBC - WBC, RBC, Hb, HCT, platelet, MCV, MCH and MCHC 
ii) Routine Coagulation - PT / APTT, Fib and D-dimer 
iii) ESR 
iv) Haemoglobin subtype quantitation - Hb A2 and Hb F 
v) CD4 quantitation by flow cytometry 
vi) Specialised haemostasis - Coagulation factor VIII and factor IX activity 
vii) G6PD assay 

7.3.6 Documentation of examination procedures 
 

i) Routine Haematology  
 

There shall be procedure for common interferences that may affect the accuracy of blood count 
data such as lipaemia and in-vitro haemolysis. Patient’s results exceeding laboratory defined 
counts shall be verified and recorded. 

 
ii) Special Haemostasis   

 
a. The laboratory shall have mechanism(s) to detect samples with conditions such as incorrect 

blood-to-anticoagulant ratios, polycythaemia, lipaemia, icterus and haemolysis. 
 

b. The laboratory shall have mechanism(s) to investigate unexplained isolated prolonged PT 
or APTT based on relevant patient clinical history, medications, specimen collection, 
handling and transport.  

 
c. For lupus anticoagulant testing, platelet-poor plasma shall be prepared using double 

centrifugation to ensure reliable results and a minimum of two LA-sensitive test methods 
shall be used.  

 
d. Specialised haemostasis procedures shall adhere to established national or international 

guidelines. References may include recommendations from the following authoritative 
bodies:  

• Clinical Practice Guideline Management of Haemophilia 

• International Council for Standardization of Haematology (ICSH)  

• British Committee for Standards in Haematology (BCSH)  

• Clinical and Laboratory Standards Institute (CLSI) 

• International Society on Thrombosis and Haemostasis (ISTH) 
 

iii) Flow cytometric tests  
 

a. Flow cytometry procedures shall follow national or international guidelines. Reference may 
be made to the following documents: 

• Quality control and validation in flow cytometry, Journal of Laboratory Medicine 

• EuroFlow standardization of flow cytometer instrument settings and immunophenotyping 
protocols, Leukemia Journal  

• EuroFlow antibody panels for standardized n-dimensional flow cytometric 
immunophenotyping of normal, reactive and malignant leukocytes, EuroFlow TM 
antibody panels, Handout at 14th EHA Congress 
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• International Society for Laboratory Hematology (ISLH) 

• Clinical and Laboratory Standards Institute (CLSI) of USA - Enumeration of 
Immunologically Defined Cell Populations by Flow Cytometry: Approved Guideline 

• Clinical and Laboratory Standards Institute (CLSI) of USA - Clinical Flow Cytometric 
Analysis of Neoplastic Haematolymphoid Cells 

• H42- Enumeration of immunologically defined Cell populations by FCM 

• H43- Clinical FCM Analysis of Neoplastic Hematolymphoid Cells 

• H62- Validation of Assays performed by Flow cytometry 
 

b. For the diagnosis of haematological malignancies, there shall be written policies and 
procedures to compare morphology and flow cytometry results before the release of the 
flow cytometry report.  

 
7.3.7  Ensuring the validity of examination results      

 
7.3.7.2  Internal quality control (IQC) 
 

i) Routine Haematology  
  

a. Automated blood cell counting  
 

• A multilevel control shall be run at least once per day. For laboratories providing 24 
hours service, an additional multi-level control(s) shall be run at appropriate frequency. 

 

• Trend analysis of patient results such as drift monitoring or X-bar analysis or other 
equivalent patient base real time (PBRT) may complement the use of multilevel control 
when necessary. 

 
b. Routine coagulation test  

 

  At least two levels of quality control (QC) shall be implemented for all procedures.  
 

ii) Specialised Haematology  
 

a. Haemoglobin analysis  
 

Abnormal bands or peaks detected during screening should be verified by at least another 
method. 

 
b. Specialised haemostasis  

 

At least two levels of controls (e.g. normal and abnormal or positive and negative controls, 
as appropriate) shall be performed for all procedures.  

 

c. Cerebrospinal fluid (CSF) 
 

CSF preparations for haematological malignancy cases shall be reviewed by a 
haematologist or cytopathologist.  

 
7.4  Post-examination processes     
 
7.4.1  Reporting of results       
 

i) PBF examination results that are only descriptive and not accompanied by a clinical 
interpretation shall be issued by suitably qualified and competent technical personnel (e.g. 
hypochromic microcytic anaemia: common causes include iron deficiency anaemia and 
thalassaemia). Representative slides shall be periodically reviewed by a haematologist.  
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ii) FBP reporting may be carried out by a competent medical officer who is credentialled to 
report certain cases as determined by the haematologist in charge. Representative slides 
shall be periodically reviewed by a haematologist.  

 
iii) Reporting of clinical interpretation for molecular haematology and flow cytometry shall be 

made by a haematologist. Reports for flow cytometric quantitation of CD4, CD8 and CD34 
cells shall be made by suitably qualified and competent technical personnel.  

 

iv) For bone marrow examination, if trephine sections and aspirates are independently 
evaluated by different sections of the laboratory, there shall be written policies and 
procedures to compare data and interpretations before release of the trephine section 
report by histopathologists or haematologists.  

 

v) Reporting of clinical interpretation for all specialised haemostasis tests shall be performed 
by haematologists.  

 

7.4.1.2  Result review and release 
 
In exceptional circumstances, the haematologist may authorise another competent haematologist to 
release his / her report. This information shall be indicated in the report. There shall be a clear 
procedure for such practices to safeguard the integrity of the report. 
 
 
8  Management system requirements    
 
Same as MS ISO 15189 and Specific Criteria 2. 
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ANNEX A 
 

(Normative) 
 

Transfusion Medicine Laboratory 
 

A6 Resource requirements  
  

A6.2 Personnel see 6.2.1 a) 
 
A6.2.2 Competence requirements 
 
a) Personnel qualifications  

 
1)  Technical personnel see 6.2.2 a) 1) 

 
 2)  Clinical personnel 

Clinical personnel providing clinical interpretation of results include transfusion medicine 
specialist (TMS), haematologists and medical officers of appropriate qualifications. 
 
i) A TMS shall be a medically qualified doctor who has obtained a postgraduate qualification in 

transfusion medicine or equivalent and has at least 3 years of training or working experience 
in transfusion medicine laboratory whether as part of the specialist qualification training 
programme or as post-qualification experience and shall be registered with the National 
Specialist Register. 

 
ii) A haematologist who practices in transfusion medicine shall be a medically qualified 

pathologist who has obtained a postgraduate qualification in pathology, such as Master of 
Pathology or its equivalent and has at least 3 years of training and / or working experience 
in transfusion medicine laboratory whether as part of the pathology qualification training 
programme or as post-qualification experience and shall be registered with the National 
Specialist Register.   

 
iii) A medical officer see 6.2.2 a) 2) ii) 

 
 3) Technical manager (however named) is the key personnel responsible for technical operation.  

i) A MLS with at least 2 years technical experience in transfusion medicine laboratory; or 
 
ii) A MLT with at least 3 years technical experience in transfusion medicine laboratory; or 
 
iii) A TMS or haematologist with at least 3 years technical experience in transfusion medicine 

laboratory. 
 

5) Contract personnel 

The qualification as per above requirements in clinical and technical personnel. See 6.2.2 a) 
1) and 6.2.2 a) 2). 

6) Visiting TMS / haematologist  

The qualification as per above requirements in clinical personnel and other requirements in SC 
2. 

b) Any personnel assigned to a new responsibility in transfusion medicine laboratory shall have at 
least 1 month of supervised training. 
 

c) Competence assessment see 6.2.2 c). 
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d) Documented information demonstrating competency. 
 

The following criteria shall be fulfilled in assessing personnel competency but are not limited to:  
   

i) The training for TMS / haematologist shall include: 
a. Reporting for antibody identification for at least 10 cases 
b. Reporting for transfusion reaction for at least 5 cases  
c. Participation in EQA activities 

 

ii) The training for medical officers shall include: 
a. Reviewing transfusion request for at least 10 cases 
b. Investigation of transfusion reaction for at least 5 cases   

 

iii) Training for MLS and MLT in transfusion medicine laboratory shall include: 
a. Performing pre-transfusion testing as according to laboratory training module 
b. Reviewing records at least 10 cases pre-transfusion testing 
c. Performing internal quality control activity for at least 5 days  
d. Participation in related EQA activities  

 
iv) Training for MLS and MLT in transfusion microbiology shall include: 

a. Perform transfusion microbiology testing according to laboratory training module  
b. Validating / verifying at least 10 batches of transfusion microbiology testing  
c. Performing internal quality control activity for at least 5 runs 
d. Participation in related EQA activities 

 
A6.2.3  Authorization see 6.2.3. 
 
A6.2.4 Continuing education and professional development see 6.2.4 i) – iii). 

 
A6.3   Facilities and environmental conditions    
 
A6.3.2  Facility controls 

 
i) Blood transfusion testing shall be carried out in an appropriate controlled environment, 

separated from activities related to blood collection and processing. 

ii) Environmental monitoring such as room temperature, humidity and irradiation where 
applicable shall be performed, monitored and recorded. 

 
A6.3.3  Storage facilities 
 

i) There shall be a clear separation and labelling between the following areas: 

a. quarantined and released blood components  

b. crossmatched and uncrossmatched blood  
c. reagents 
d. consumables  
e. rejected reagents, consumables and screened blood bags  
f. patient's specimen 
g. used blood bags   
h. Expired blood 

 
ii) The following requirement shall be fulfilled for blood storage facilities: 

a. Temperature mapping shall be conducted for all blood product storage areas.  
b. The alarm system shall be checked regularly to verify its functionality and shall be recorded.  
c. There shall be a written procedure describing the actions to be taken in response to alarms. 
d. The laboratory shall establish an acceptable mechanism to ensure the availability of an 

alternative blood storage facilities in the event of a breakdown. 
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A6.5   Equipment calibration and metrological traceability  
 

A6.5.2   Equipment calibration 

c) Calibration verification shall be conducted by the laboratory’s trained personnel and shall be 
documented.  

 

A6.6   Reagents and consumables  
 

Blood and blood components shall be handled appropriately in same approach as for reagents and 
shall follow the latest version of nationally and/or internationally accepted guidelines for blood 
transfusion services, where applicable. 

A6.6.1 General 

The temperature and humidity (where appropriate) in storage areas for reagents, consumables, 
blood and blood components shall be controlled, monitored and checked to demonstrate compliance 
with specifications of the storage facilities. The checks shall be recorded. 

A6.6.3  Reagents and consumables - Acceptance testing 

i) Each blood and blood component shall meet the minimum specification requirements and be 
stored according to the national guidelines. Acceptance criteria parameters for blood 
component shall be as below: 

a. Blood component stock and temperature shall be verified upon receipt 
b. Details of receipt such as but not limited to date, time, unit number and expiry date shall be 

documented 

c. Storage equipment shall be continuously monitored and deviations shall be documented 
and responded 

d. Blood components shall be stored under appropriate conditions 
 

ii) The laboratory shall establish a procedure for acceptance of reagents. Where applicable, the 
acceptance procedure shall take into account the following parameters: 

a. Avidity testing 
b. Potency testing 
c. Specificity testing against positive and negative reaction 
d. Visual inspection against set specification e.g. colour of liquid, concentration and volume 
e. Condition e.g. hemolysis, dryness, crack, leakage, sign of contamination / deterioration 
f. Packaging e.g. labelling, lot number, expiry date, product code no. 
g. Lot-to-lot verification 
h. Certificate of analysis (COA) / certificate of conformity (COC) / instruction for use (IFU) 

 
A6.6.4  Reagent and consumable – Inventory management 

Inventory management shall include: 

i) Segregation of reagents between lot 
ii) First expired first out (FEFO) 
iii) Segregation between blood components 
iv) Segregation between blood group for blood components 
v) Traceability of each blood and blood component record shall be maintained 

 
A6.6.5  Reagents and consumables - Instruction for use (IFU) 

Product insert shall be reviewed regularly or when there is a change in reagent batches. Any changes 
to the reagents such as formulation, concentration, IFU or existence of potential hazard content in 
the reagent shall be communicated with lab users. 
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A6.8  Externally provided products and services 
 
A6.8.1 General 
 
Note: External products and services for a transfusion medicine laboratory include blood, blood components 
and testing and advisory services provided by regional blood centers or state blood transfusion services. 

 
 

A7 Process requirements  
 
A7.2   Pre-examination processes 
 
A7.2.1 General 
 

The laboratory shall have procedures for handling blood and blood components requests in life- 
threatening cases. 
 
A7.2.3.1 General  
 

Requests for blood transfusion-related testing shall be completed legibly by an authorised requestor. 
Each request shall include the following information: 

i) Patient’s full name, date of birth and unique identifier 
ii) Clinical diagnosis and indication for transfusion  
iii) Previous ABO group and Rh, transfusion history, pregnancy history and any known 

alloantibodies 
iv) Special blood component requirements e.g. irradiated, washed RBCs, leukodepleted RBCs, 

Ig-A deficient 
v) Date / time of sample collection and collector’s identity 
vi) Requester’s name, signature and contact information 

 
A7.2.3.2 Oral requests 
 

Laboratory policy for oral requests shall be clearly defined. 

 
A7.2.4  Primary sample collection and handling 
 

Primary sample collection and handling procedures shall comply with the latest version of national 
and / or internationally accepted guidelines. 
 
A7.2.5   Sample transportation 
 

The requirements for transportation also apply to blood and blood components. 
 
a) Transportation of samples, blood and blood components: 
 

i) The laboratory shall ensure the blood and blood components are transported in optimal 
condition in accordance with the national guideline. 
 

ii) Accurate and adequate information shall be provided to all personnel involved in transportation 
of the blood and blood components. All the requirements shall be complied with at any time. 

 
A7.2.6.2  Sample acceptance exceptions   
 

i) In life-saving situations (e.g. massive transfusion protocol), samples that do not meet usual 
acceptance criteria may be accepted with documentation of the reason(s). The consensus for 
sample acceptance exceptions shall be made by at least 2 medically qualified personnel. 
 

ii) Laboratory policy for exceptions shall be clearly defined and audit-trailed. 
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A7.2.7  Pre-examination handling, preparation, and storage 
 

A7.2.7.2  Criteria for additional examination requests 
 

Additional examination requests shall be documented and based on discussion and agreement 
between clinician and authorised laboratory personnel.  
 
A7.3   Examination processes     
 

A7.3.1 General 
 

The laboratory shall establish a process for the investigation of transfusion reactions. If technical or 

clinical nonconformity is detected, see 7.5 of ISO 15189.  

 

A7.3.2  Verification of examination methods  
 
For qualitative tests, the minimum components to be verified may include: 
 

i) Precision 
ii) Method comparison  

 
A7.3.4 Evaluation of measurement uncertainty (MU)  
 

For transfusion microbiology, the laboratory shall review and reestablish measurement of uncertainty 
(MU) at a minimum once a year. A more frequent review should be performed if significant changes 
occur within a measurement system. Examples include, but are not limited to, change in equipment, 
upgrade of equipment, test method change and other changes that may be noted from trends in the 
laboratory’s own internal controls.  

 

The parameters for determination of MU shall include tests for transfusion-transmissible infections 
(TTI). 
 

A7.3.5  Biological reference intervals and clinical decision limit 
  

Technical reference charts shall remain current and readily available at the point of use e.g. 

antigram, column agglutination and test tube method reference chart, and hemolysis chart. 

 
A7.3.6 Documentation of examination procedures 
 

All blood transfusion tests and procedures shall be performed in accordance with the current version 
of the Transfusion Practice Guidelines for Clinical and Laboratory Personnel, National Blood Center, 
Ministry of Health Malaysia or any internationally recognised guidelines, where applicable.   
 

i) For the laboratory performing ABO grouping, both forward and reverse methods shall be 
carried out simultaneously from the same sample for all patients, except for neonates. Tile 
method shall not be used. 

 

ii) For pre-transfusion testing, the laboratory shall perform: 

a. ABO grouping  
b. Rh (D) typing 
c. antibody screening  
 

iii) If blood transfusion is required, the laboratory shall perform extended tests: 

a. compatibility testing 
b. confirmation of blood group of the patient and red blood cell unit 
c. Other tests if necessary (such as DAT, antibody identification, RBC phenotyping, elution 

and adsorption) 
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iv) The laboratory shall record the grade of reactions and interpretations for all transfusion 
testing.   

 

v) If multiple admission within the same hospital, the laboratory shall have a system to review 
the previous blood group and transfusion records for every request for blood and blood 
components. 

  

vi) Blood and blood components shall be traceable, from source to final fate. This shall also 
apply to all uncross-matched blood used in emergency circumstances e.g. ‘safe O’ in 
emergency department.  

 
A7.3.7 Ensuring the validity of examination results      

 
A7.3.7.2 Internal quality control (IQC) 
  
The internal quality control (IQC) shall be performed for all testing methods used in the laboratory 
as follows: 
 

i) Daily for routine testing 
ii) When performing non-routine testing  
 

A7.4  Post-examination processes     
 
A7.4.1   Reporting of results     
 

a) The laboratory shall have mechanisms to resolve complex/difficult findings such as but not limited 
to:  
 

i) Unresolved blood group discrepancies 

ii) Unexpected positive serologic findings  

iii) Blood incompatibilities in life-threatening situation  

 

A7.4.1.2 Result review and release     
 

i) Transfusion medicine laboratory reports which have direct bearing on clinical management 
e.g. clinically relevant antibody, transfusion reaction investigations shall be released by an 
authorised clinical personnel. 

 

ii) Medical officers working in transfusion medicine laboratory or undergoing formal training in 
transfusion medicine laboratory can also provide report under the direction and supervision 
of a TMS / haematologist. A system shall be in place to verify the medical officer’s 
interpretations. The supervising TMS / haematologist is responsible for the reports made by 
the medical officer(s).  

 

iii) Transfusion medicine laboratory reports which do not include any clinical comment and do 
not bear any comment on clinical management e.g. blood grouping testing, negative AHG 
cases and genotyping report can be made at least by a competent laboratory scientist. 

 

iv) TTI results shall not be released verbally.  
 

A7.4.1.3  Critical result reports 
 
a) The laboratory shall establish and document critical decision limits. 

 

b) The laboratory shall establish a procedure for the management of critical reports, which may 
include but not be limited to: 

i) transfusion decision by the TMS / haematologist  

ii) referral to another laboratory 

iii) halting transfusion or other appropriate actions 
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A7.4.2  Post-examination handling of samples 

 

The implicated blood bag from a patient with transfusion reaction shall be returned to the laboratory 

for transfusion reaction investigation. 
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