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DETAIL OF ACCREDITATION 

 

Materials/Products tested 
Type of test/Properties 

measured/Range of measurement 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES SIHMDS Immunophenotyping 

activities for the purpose of clinical 
diagnosis 

 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

Diagnosis and monitoring of Acute 
Leukaemia, MDS and Chronic 
Lymphoid Neoplasms using the 
following antibodies: 
 
ALOT tube 
MPO, CD79a, CD34, CD7, CD19, 
CytCD3, MembraneCD3, CD45 
AML Tube 1 
CD7, CD56, CD13, CD117, CD34, 
CD33, CD38, CD11b, HlaDr, CD45, 
CD19, CD123 
AML Tube 2 
CD16, CD300e, CD117, CD13, 
CD105, CD34, CD14, CD33, CD36, 
CD45, CD64, CD71, CD10 
B-ALL tube 
CD81, CD66c, CD20, CD123, 
CD73, CD34, CD10, CD19, CD38, 
CD45, CD304, CD22 
T-ALL tubes 
TCR gamma/delta, CD4, CD2, 
CD56, CD5, CD34, CD7, CD8, 
CD3, CD45, CD33, CD99, CD1a, 
TDT, CytCD3, CD45 
Mast cell tubes 
CD9, CD203c, CD25, CD30, CD34, 
CD2, CD117, HlaDr, CD45 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using either Cellmek  
automated cell preparation 
analysers or manual red cell lysis 
sample preparation and in-house 
methods. 
Immuno No. 11 
Immuno No. 18 
Immuno No. 22  
Immuno No. 88  
Immuno No. 89  
Immuno No. 92 
Immuno No. 94 
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Materials/Products tested 
Type of test/Properties 

measured/Range of measurement 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES SIHMDS Immunophenotyping 

activities for the purpose of clinical 
diagnosis 

 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

Diagnosis and Monitoring of Plasma 
cell dyscrasia: 
 
CD38,CD138,CD45,CD19,CD117, 
CD27,CD81,CD56,Kappa,Lambda 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using either Cellmek  
automated cell preparation 
analysers or manual red cell lysis 
sample preparation and in-house 
methods. 
Immuno No. 10 
Immuno No. 18 
Immuno No. 22  
Immuno No. 88  
Immuno No. 89 
Immuno No. 94 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

MRD assessment in AML 
 
AML Tube 1 
CD7, CD56, CD13, CD117, CD34, 
CD33, CD38, CD11b, HlaDr, CD45, 
CD19, CD123 
 
AML Tube 2 
CD16, CD300e, CD117, CD13, 
CD105, CD34, CD14, CD33, CD36, 
CD45, CD64, CD71, CD10 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using manual red cell 
lysis sample preparation and in-
house methods. 
Immuno No. 18 
Immuno No. 22 
Immuno No. 86  
Immuno No. 88  
Immuno No. 89 

   
Peripheral Blood (EDTA)  Diagnosis and monitoring of PNH: 

 
WBC 
FLAER,CD157,CD64,CD15,CD45 
 
RBC 
CD59,CD235a,CD71 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using manual red cell 
lysis sample preparation and in-
house methods. 
Immuno No. 22 
Immuno No. 66 
Immuno No. 86  
Immuno No. 88  
Immuno No. 89 
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Materials/Products tested 
Type of test/Properties 

measured/Range of measurement 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES SIHMDS Immunophenotyping 

activities for the purpose of clinical 
diagnosis 

 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

MRD Assessment in T and B ALL: 
 
B-ALL tube 
CD81, CD66c, CD20, CD123, 
CD73, CD34, CD10, CD19, CD38, 
CD45, CD304, CD22 
 
T-ALL tubes 
TCR gamma/delta, CD4, CD2, 
CD56, CD5, CD34, CD7, CD8, 
CD3, CD45, CD1a, CD33, CD99 
 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using manual red cell 
lysis sample preparation and in-
house methods. 
Immuno No. 17 
Immuno No. 18 
Immuno No. 22 
Immuno No. 86  
Immuno No. 88  
Immuno No. 89 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

MRD assessment in CLL 
 
CD81,ROR1, CD5, CD23, CD10, 
CD79b, CD19, CD200, CD43, 
CD20, CD45 

Manufacturer’s instructions for the 
Beckman Coulter DxFlex Flow 
Cytometers, using manual red cell 
lysis sample preparation and in-
house methods. 
Immuno No. 13 
Immuno No. 18 
Immuno No. 22 
Immuno No. 86  
Immuno No. 88  
Immuno No. 89 

   
Peripheral Blood 
Peripheral Blood Stem Cell Harvest 
(PBSCH) 
Bone Marrow 

CD34 enumeration for the purposes 
of stem cell transplant. 
 
CD45, CD34, 7AAD 

Manufacturer’s instructions for the 
Beckman Aquios CL Flow 
Cytometers 
Immuno No.93 

   
Peripheral Blood Immune Monitoring 

 
(CD3, CD4, CD8, CD19 and CD56 
percentage and absolute counts) 

Manufacturer’s instructions for the 
Beckman Aquios CL Flow 
Cytometers 
Immuno No. 93 

   
Peripheral Blood Stem Cell Harvest 
(PBSCH) 
Bone Marrow 

CD3 enumeration for the purposes 
of stem cell transplant. 
 
CD45, CD3, 7AAD 

Beckman DX Flex 
Immuno No. 64 
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Materials/Products tested 
Type of test/Properties 

measured/Range of measurement 
Standard specifications/ 

Equipment/Techniques used 

   
HUMAN BODY SAMPLES SIHMDS Immunophenotyping 

activities for the purpose of clinical 
diagnosis 

 

   
Blood 
Bone Marrow 
CSF 
 
Biopsies including fine needle 
aspirates and other body fluids: 
Pericardial fluid 
Peritoneal fluid 
Pleural fluid 
Ascitic fluid 
Vitreous fluid 
BAL fluid  
EBUS. 

Diagnosis and monitoring of 
haematological malignancy and 
bone marrow failure syndromes 

Microscopic 
examination/morphological 
assessment of stained material 
using Gemini autostainer machine 
using modified Wright’s stain and 
iron stain 
Immuno No.22 
 
Shandon Cytocentrifuge II 
Immuno No. 96 
  

   
 Morphological assessment of iron 

stores in blood films  
Perl’s Prussian Blue stain 
performed using the Gemini 
Autostainer 
Immuno No. 67 

   
 Morphological assessment of blood 

films 
May Grunwald Giemsa stain 
performed using the Gemini 
Autostainer 
Immuno No 96 

   

END 

 


