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Scope of
Accreditation

Our Lady of Lourdes Hospital

Blood Transfusion Science

Medical pathology field -
Test

Test/assay

Specimen Type

Category: A

Equipment/Technique Method (CE/Non-

CE/In house
developed/based
on standard
method)

Range of
measurement

Std. ref & SOP

.04 ldentification of blood
group antibodies

Column Agglutination
Techique (Ortho
BioVue)

Method

1020 Transfusion science -|Blood Grouping (ABO [4.5mlI EDTA Manual Cassette Based on Standard |N/A LP-BB-0004
.01 Blood grouping & RhD) Typing Method

including ABO, Rh(D) and

other antigens by manual

methods

1020 Transfusion science - 4.5ml Ortho Vision / Based on standard |N/A LP-BB-0004
.02 Blood grouping EDTA/2.7ml/1.6ml/7.5 |Automated / Tube method

including ABO, Rh(D) and ml EDTA

other antigens by

automated methods

1020 Transfusion science -|Blood Group Antibody |Plasma Ortho Vision- Based on Standard |N/A LP-BB-0011
.03 Blood group antibody |screen Automated Ortho Method

screen Biovue manual method

1020 Transfusion science -|Antibody Identification Automated and Manual |Based on Standard [N/A LP-BB-0014

INAB Registration No. 295MT

Page 2 of 9

Edition 17, 31/01/2024




Rhesus D Negative Ortho Vision Based on Standard |N/A LP-BB-0011
Screen (DNS) Automated method; Method
Ortho Biovue Manual
method
1020 Transfusion science -|Compatibility testing |Whole Blood 4.5ml Serological (Manual & [Based on standard [n/a LP-BB-0028
.05 Cross match EDTA Automated) and method
compatible donor units Electronic
Crossmatching
1020 Transfusion science -|Red Cell Phenotyping Manual cassette / Based on standard |N/A LP-BB-0025
.06 Red cell phenotyping Automated / Tube method
1020 Transfusion science -|Direct Antiglobulin Whole Blood 4.5 ml Ortho Vision / Based on standard |N/A LP-BB-0019
.09 Direct antiglobulin test |Test EDTA Automated; Ortho method
Biovue Manual
Cassette & Tube
technique
The hospital blood bank has been assessed and is competent to comply with Articles 14 and 15 of the EU Directive 2002/98/EC (S.I. 360/2005 and S.I. 547/2006)
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Our Lady of Lourdes Hospital

Haematology

Medical pathology
field - Test

1030 Haematology -
.01 Blood counts

Test/Assay

White Blood Cell Count
Red Blood Cell Count
Haemoglobin (Hb)
Mean Cell Volume
(MCV)

Mean Cell Volume
Haemoglobin (MCH)
Mean Cell Volume
Haemglobin
Concentration (MCHC)
Haemocrit (HCT)
Platelets

Nucleated Red Blood
Cells (NRBCs)

Specimen Type

Whole Blood

Technique

Automated Method using
Sysmex XN-1000 and
XN-3000

Full Blood Count Testing,
Authorisation, Reporting
of Results (Critical
Values) and Criteria for
Blood Films

Category: A

Range of

Method (CE/Non-

Measurement/Equipment CE/In house

Sysmex XN-1000 and XN-
2000  The Linearity
Limits for the Sysmex XN
series are:

WBC: 0 - 440 x109/L

Hb: 0 - 260g/L

HCT: 0 - 75%

RBC: 0-12 x 1012/L
PLT: 0 - 5000 x109/L
NRBC: 0 - 20 x109/L
RET: 0 - 30%

developed/based
on standard
method)

Based on Standard
Method

Std. Ref & SOP

LP-HAEM-0032
Operation and
Maintenance of
Sysmex XN-1000
and XN-3000

LP-HAEM-0005 Full
Blood Count
Testing,
Authorisation,
Reporting of Results
(Critical Values) and
Criteria for Blood
Films

LP-HAEM-0039
Validation and

Release of FBC
Results in EPU

1030 Haematology -
.02 Visual examination
of blood films

Visual Examination of
Red Blood Cell, White
Blood Cell and Platelet
Morphology in
Peripheral Blood and
Bone Marrow Aspirates

Whole Blood and
Bone Marrow
Aspirates

Automated Preparation,
staining and visual
examination of blood
films

Sysmex SP-10, WESCOR
7120 Aerospray Stainer,
Micron BM3 Double Head
Microscope,

Nikon Eclipse 50i
Microscope

Based on Standard
Method

LP-HAEM-0006
Preparation,
Staining and
Examination of
Blood Films and
Bone Marrow
Aspirates

LP-HAEM-0007
Operation and
Maintenance of the
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WESCOR 7120
Aerospray Stainer

LP-HAEM-0008
Operation and
Maintenance of the
Nikon Eclipse 50i
Microscope
LP-HAEM-0035
Operation and
Maintenance of the
Sysmex SP-10
Automated Slide
Preparation

Unit
LP-HAEM-0040
Operation and
Maintenance of the
Micron BM3 Double
Head

Microscope

1030 Haematology -
.03 Erthrocyte
sedimentation rate

Erythrocyte
Sedimentation Rate

1030 Haematology -
.05 Automated
differential leucocyte
counts

Automated Differential
Count on Neutrophils
Lymphocytes
Monocytes
Eosinophils

Basophils

Whole Blood

Photometrical Capillary
stopped flow kinetic
analysis

Alifax Test 1 ESR
Analyser Linear
Range of Measurement is:
0 -120 mm/min

Based on Standard
Method

LP-HAEM-0004
Operation and
Maintenance of the
Alifax Test 1 ESR
Analyser

Automated Method using
Sysmex XN-1000 and
XN-3000

Full Blood Count Testing,
Authorisation, Reporting
of Results (Critical
Values) and Criteria for
Blood Films

Sysmex XN-1000 and XN-
3000 The
Linearity Limits for the
Sysmex XN series are:
WBC: 0 - 440 x109/L

Based on Standard
Method

LP-HAEM-0032
Operation and
Maintenance of
Sysmex XN-1000
and XN-3000

LP-HAEM-0005 Full
Blood Count
Testing,
Authorisation,
Reporting of Results
(Critical Values) and
Criteria for Blood
Films

LP-HAEM-0032
Validation and
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Release of FBC
Results in EPU

1030 Haematology - |Automated Reticulocyte Automated Method using |Sysmex XN-1000 and XN- [Based on Standard |LP-HAEM-0032
.06 Automated Count Sysmex XN-1000 and 3000The Linearity Limits  |Method Operation and
reticulocyte counts XN-3000 for the Sysmex XN series Maintenance of
are: Sysmex XN-1000
RET: 0 - 30% and XN-3000
Full Blood Count Testing,
Authorisation, Reporting LP-HAEM-0005 Full
of Results (Critical Blood Count
Values) and Criteria for Testing,
Blood Films Authorisation,

Reporting of Results
(Critical Values) and
Criteria for Blood
Films

LP-HAEM-0032
Validation and

Release of FBC
Results in EPU

1030 Haematology - [Immunochromatographic Manual Serological Test |CareUs Malaria Test Kit  [Based on Standard |LP-HAEM-0012
.09 Examination of test for qualitative (immunochromatographic|and Malarial Parasitic Method Serological Testing
malarial parasites detection of malarial test) for Malarial Antigens|Morphology by thick blood and Blood Film
antigens and Manual Blood Film  [film (ProLab diagnostics Staining and
Preparation, Staining and |staining) and thin blood Examination for
Morphological film (Wescor staining). Malarial Parasites
Examination Range of Measurement is

Positive for P. Falciparum,
P. Ovale, P, Vivax, P.
Malariae or P. Knowlesi
and related parasiteamia

1030 Haematology - [Manual Method for HbS Sickledex (HbS) test HbS Solubility Screening |Based on Standard |LP-HAEM-0013
.30 Tests for Solubility Screening Kit uses the principle that Kit Range of Method Preparation of
haemoglobin variants Sodium Hydrosulphite Measurement is: Positive Reagent and
and thalassaemia present in the working or Negative Performance of
solubility buffer reduces Sickledex Test

haemoglobin. Reduced
HbS is insoluble in the
buffer and forms a
cloudy, turbid
suspension.
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1030 Haematology -
.31 Tests for foetal Hb
(Kleihauer)

Manual Method Guest
Kit for Fetal Red Cell
Detection Kit) of Film
Preparation, Staining
and examination for fetal
red cells in maternal
circulation

Acid elution test whereby
fetal haemoglobin (HbF)
is more resistant than
adult haemoglobin (HbA)
to both alkali
denaturation and acid
elution

Micron BM3 or Nikon
Eclipse 50i Microscope
Range of Measurement is
an estimation of the
number of fetal cells
present using the formula:
fetal cells/adult cells x
2400

Based on Standard
Method

LP-HAEM-0014
Performance of a
Kleihauer Test (Acid
Elution Test)

1030 Haematology -
.41 General
haemostasis related
tests

anti-Xa (Heparin)
anti-Xa (Apixaban)
anti-Xa (Rivaroxaban)
Lupus Screen

Plasma

Automated Testing of
Coagulation Testing,
Authorisation and
Reporting of Coagulation
Results

ACL TOP 550 CTS

The linearity limits for the
ACL TOP 550 CTS are:
anti-Xa Hep: -0.6 - 2.5
IU/mL anti-Xa Apix: -
15.0 - 1100 ng/mL  anti-
Xa Riv: -15.0 - 1100
ng/mL  dRVVT Screen:
16 -240 secs

dRVVT Confirm: 6.0 - 121
secs SCT Screen:
10 - 400 secs

SCT Confirm: 10 -
400secs

Based on Standard
Method

LP-HAEM-0041
Performance and
Reporting of anti-Xa
for Heparin,
Apixaban and
Rivaroxaban on
ACL TOP 550 CTS
LP-HAEM-0042
Performance and
Reporting of Lupus
Screen on ACL TOP
550 CTS

D-Dimer

Trisodium Citrate
3.0ml (Adult),
1.4ml paediatric

Automated / ACL TOP
550 CTS

0.215-128 pg/mL

D-Dimer HS500
automated latex
enhanced
immunoassay for the
guantitative
determination of D-
Dimer. Based on
standard method.

LP-HAEM-0036

Prothrombin Time
Internation Normalised
Ratio Activated
Thromboplastin Time
APTT/Ratio

Fibrinogen Clotting
Assay (Clauss Method)
D-Dimer

Plasma

Automated Testing of
Coagulation Testing,
Authorisation and
Reporting of Coagulation
Results

ACL TOP 550 CTS

The linearity limits for the
ACL TOP 550 CTS are:
PT: 8.0 - 320 secs

APTT: 16.0 - 400 secs
Fibrinogen: 0.35 - 10.0 g/L
D-Dimer: 0.069 - 5.25
pg/mL

Based on Standard
Method

LP-HAEM-0036 PT,
APTT, Fibrinogen,
derived Fibrinogen
and D-Dimer QC
and Patient Sample
Analysis on ACL
TOP 550 CTS
LP-HAEM-0037
Maintenance and
Troubleshooting of
the ACL TOP 550
CTS
LP-HAEM-0038
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Reagent
Management and
Calibration of ACL
TOP 550 CTS
LP-HAEM-0022
Coagulation Testing,
Authorisation and
Reporting of
Coagulation Results
(Critical Values)

1030 Haematology -
.55 Iron studies

Iron Stain using Perl's

Prussian Blue on a bone

marrow aspirated film

Bone Marrow
Aspirate

Manual Examination of
Bone Marrow aspirate
film for Iron using Perl's
Prussian Blue Staining
method

WESCOR 7120 Aerospray
Stainer

Micron BM3 Double Head

Microscope, Nikon Eclipse
50i Microscope

Based on Standard
Method

LP-HAEM-0006
Preparation,
Staining and
Examination of
Blood Films and
Bone Marrow
Aspirates

LP-HAEM-0007
Operation and
Maintenance of the
WESCOR 7120
Aerospray Stainer

LP-HAEM-0008
Operation and
Maintenance of the
Nikon Eclipse 50i
Microscope
LP-HAEM-0040
Operation and
Maintenance of
Micron BM3 Double
Head Microscope

1030 Haematology -
.57 Screening test for
infectious
mononucleosis

Manual Method of
Infectious
mononucleosis

Plasma

Quialitative detection of
IM-specific heterophile
antibodies

Clearview IM 1l Test Kit
Range of Measurement:
Positive or Negative

Based on Standard
Method

LP-HAEM-0009
Performing the
Clearview IM |l Test
for Infectious
Mononucleosis
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Our Lady of Lourdes Hospital
Microbiology and Virology

Category: A

Medical pathology field - Test/assay Specimen Type Equipment/Technique |Method (CE/Non- Range of Std. ref & SOP
Test CE/In house measurement

developed/based
on standard
method)

1011 Macroscopic Legionella & Urine Samples Immunochromatographic|Based on Standard |Detected/Not LP-MIC-0019

examination and Pneumococcal Method Detected Detection of

description Antigen Testing Legionella and
Pneumococcal
Antigens
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