Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-49; Effective date of termination: 23 May 2025)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Frog mh ik § L 5 5ok s 1230

Microbiology Laboratory: 4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
é%%%#%ﬁ;%i%ﬁﬁ%*”#%%ﬁ’%ﬂﬁ*ﬁﬁﬁ

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
i A RS R R Sl il
Accreditation of the following examinations has been terminated.

Clinical Bacteriology — Therapeutic

Microbiology and drug monitoring

Infection Serum Gentamicin assay (Quantitative) by

Immunoassay (Kinetic interaction of Roche Cobas ¢503 System, GENT2 assay
microparticles in a solution)

Miscellaneous
Clotted blood Human procalcitonin, PCT by
Enzyme-linked Fluorescent Assay bioMerieux VIDAS BRAHMS, PCT Assay
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-49; Effective date of termination: 23 May 2025)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

FrRogmh ik § L 5 0ok s 7230

Molecular Laboratory: 1/F and 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
FRLERFEAFIRAB AR A A FRBES - B2 2R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
BPEPE OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
LS bk b FALRPFSERPEE Ry

Accreditation of the following examinations has been terminated.

Medical Genetics Molecular Genetics
(anatomical pathology)
EDTA Blood

Molecular Genetics
(microbiology)
Respiratory samples

Epidermal growth factor receptor (EGFR)
Exons 18- 21 mutation by
Digital Polymerase Chain Reaction

Severe Acute Respiratory Syndrome
Coronavirus 2 (SARS-CoV-2) — detection by
Reverse Transcription and Real Time
Polymerase Chain Reaction, qualitative
(Target region: RdRp gene and N gene)

Digital PCR using in-house assay as documented in
MP-OP-cfEGFR dPCR

Alinity M System SARS-CoV-2 Assay
Method as documented in MP-OP-Alinity m
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-49; Effective date of termination: 23 May 2025)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog mh ik § L 5 5ok s 1230
Haematology Laboratory: 2/F, Pathology Block and 1/F Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BEREFAVEIRARARA AT R F - FEY -

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI RS >80 FARBSERPEY R Y
Accreditation of the following examinations has been terminated.
Haematology Haematology — General
EDTA whole blood Erythrocyte Sedimentation Rate (ESR) by

Automated method Method as documented in HS003
using Diesse Vesmatic 30

Haematology — Special

EDTA whole blood Haemoglobin Alc (HbAlc) by
High performance liquid Tosoh G8
chromatography (HPLC)
EDTAblood, Immunophenotyping for haematological
EDTA marrow blood disorder by
Flow cytometry Beckman Coulter FC500 Flow Cytometer

CD34+ cell enumeration by
Flow cytometry Beckman Coulter FC500 Flow Cytometer
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-49; Effective date of termination: 23 May 2025)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

FRFLh-# 4 L0k p
Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

I 2

=TF

BERF L S 266 5LERe s BET Flak E-

MEDICAL TESTING

DISCIPLINE
R

TEST AREA
OR SAMPLE TYPE

RIF P S A i

SPECIFIC EXAMINATION OR
PROPERTY MEASURED
PR R P

METHOD

OR TECHNIQUE USED

4 AT

Accreditation of the following examinations has been

terminated.

Haematology

Haematology — General
EDTA whole blood

Erythrocyte Sedimentation Rate (ESR) by
Automated method

Diesse Vesmatic 30

Method as documented in RLRHO001 using
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-47; Effective date of termination: 1 June 2024)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Fleg L —if & K I TRk L0

TWEH Pathology Laboratory: Pathology Department, G/F, Ambulatory Medical Services Block, Tung Wah Eastern Hospital, 19
Eastern Hospital Road, Causeway Bay, HK
B L 195 A ke p B F o IRIE S B T TR R T

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFFFS & 20 FIRFSER R RSB HE
Accreditation of the following examinations has been terminated.
Haematology Blood bank — General
Issue of blood products Method as documented in RLTE-SOP-BB
Coagulation
Citrate blood Coagulation studies, automated including ACL Elite Pro

- Prothrombin Time (PT)
- Activated partial thromboplastin time
(APTT)
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Annex 111

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-47; Effective date of termination: 1 June 2024)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Freg @ik § LI RRE R

79 27

=T7F

Microbiology Laboratory: 4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
FEEBEAGFIREAR AR AR FR BEE L e

Microbiology and
Infection

Serum

Virology — Serology
Serum

Reagin antibodies in response to Treponemal
infection by
Venereal Disease Research Laboratory
test (VDRL)

SARS-CoV-2 Spike protein antibody (Quantitative)

by
Immunoassay (Chemiluminescent label)

SARS-CoV-2 Nucleocapsid protein antibody
(Qualitative) by
Immunoassay (Chemiluminescent label)

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
i G BRARS R R P Ll Al
Accreditation of the following examinations has been terminated.
Clinical Syphilis Serology

Method as documented in CM-SOP-SERO using VDRL
Syphilis Serology Test from BDS

Roche Cobas €801 System
Elecsys Anti-SARS-CoV-2 S assay

Roche Cobas €801 System
Elecsys Anti-SARS-CoV-2 assay

NL HOKLAS821P-47 Annex Il
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-46; Effective date of termination: 18 October 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
FR I H k) L TRk s 3
Anatomical Pathology Laboratory: 5/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
AELEFBANE L HTALL AT F %F?uflﬁali‘—lﬁ ol i 1

MEDICAL TESTING

DISCIPLINE
b

TEST AREA
OR SAMPLE TYPE
RS BN SN

SPECIFIC EXAMINATION OR
PROPERTY MEASURED
FrRRGF R B R i

METHOD

OR TECHNIQUE USED
Rl

Accreditation of the following examinations has b

een terminated.

Anatomical Pathology

Immunohistochemistry
Histological and
Cytological specimen

Immunohistochemical examination for
various antigen markers by
Automation and manual method

Autostaining by

Lab Vision 480S

Immunohistochemistry (both automation and manual):
as documented in HC-OP-IMM

Ventana BenchMark XT

NL HOKLAS821P-46 Annex 11
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 1 May 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Fleg o —if § KI5 TRk 5 230

Haematology Laboratory: 2/F, Pathology Block and 1/F Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
FBRBBAFE=FAFTAKX A REF ?P?‘r-— g A -‘lﬁsﬁﬁ CHoR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RGE 2 % & 87 BOMEA R bl AR
Accreditation of the following examinations has been terminated.
Haematology Coagulation
Citrate blood Activated partial thromboplastin time
(APTT) by
manual method Method as documented in HS 006

Prothrombin Time (PT) by

manual method Method as documented in HS 006
Haematology — General
EDTA whole blood Erythrocyte Sedimentation Rate (ESR) ,
Manual Manual method: HS008 using Guest-Dispette 2
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 18 October 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

FRE I H ik LR TR s 3

Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
FEEBRAEZRAFARAANETRFR-; FRE AR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI I T 2 R A AT FARRE S R g Rl R

Accreditation of the following examinations has been terminated.

Chemical Pathology [Protein, qualitative

analysis
Serum, urine (spot) Monoclonal protein by
immunofixation INTERLAB G26 system
General Chemistry
Heparinized plasma Iron Binding Capacity, Total (IBCT) by
Spectrophotometry Abbott Architect 16000 System, UIBC assay

Immunology Autoantibodies

Serum
Rheumatoid factor (RF) by
Immunonephelometry Beckman Coulter IMMAGE 800 System, RF assay
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 12 May 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Fleg o —if f KI5 TRk 5 230

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK
AEAFTE S L 2665 E%0 % %E%%ﬁ%% B—- K

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
S OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI 40 B 2 R & fEg PR S R R R

Accreditation of the following examinations has been terminated.

Chemical Pathology |General Chemistry

Heparinized plasma Iron Binding Capacity, Total (IBCT) by

Spectrophotometry Abbott Architect c16000 System, UIBC assay
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 1 May 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Fleg o —if f KI5 TRk 5 230

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK
AEAFTE S L 2665 E%0 % %E%%Fi% B- K

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BIFE R B2 R A A FApE S R iz HpT
Accreditation of the following examinations has been terminated.
Haematology Coagulation
Citrate blood Activated partial thromboplastin time

(APTT) by
Manual method Method as documented in RLRH 004

Prothrombin Time (PT) by
Manual method Method as documented in RLRH 004

EDTA whole blood Erythrocyte Sedimentation Rate (ESR),

manual Manual Method: RLRH004 using Guest-Dispette 2
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-46; Effective date of termination: 18 October 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Fleg o —if § KI5 TRk 5 230
Microbiology Laboratory: 4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
é%#ﬁ#%ﬁiﬁiﬁ*ﬁi4”#%?%’$E§*ﬂwﬂ

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e Al B RPIRA R R SR R B
Accreditation of the following examinations has been terminated.
Clinical Bacteriology - Culture

Microbiology and
Infection

sensitivity tests and/or

microscopy
Miscellaneous samples
(including body fluid,
swab, pus, tissue etc)

CSF

Clinical isolates

Dialysis fluid

Intrauterine
device

Cell count (body fluid) by
Counting chamber
Fluorescent Flow Cytometry

Microscopy for
- Cell count by
Counting chamber
Fluorescent Flow Cytometry

Antimicrobial susceptibility test for pathogen
by
Automated microbroth MIC
determination

Culture and antimicrobial susceptibility test
for pathogens by
Aerobic, CO, and anaerobic culture

Culture for Actinomycetes by
Anaerobic culture

Method as documented in CM-SOP-MSCU
Sysmex XN-350 analyser

Method as documented in CM-SOP-CSFC
Sysmex XN-350 analyser

Thermo Scientific Sensititre ARIS 2X System

Method as documented in CM-SOP-MSCU

Method as documented in CM-SOP-MSCU

NL HOKLAS821P-46 Annex 11
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 18 October 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog L h -k & L0 ik o 230

Microbiology Laboratory: 4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
FAERRAFZRATARL IR TR HRE LR R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BIE R B2 R A R4 PR RO Y Y
Accreditation of the following examinations has been terminated.

Clinical Bacteriology —

Microbiology and Therapeutic drug

Infection monitoring

Serum Gentamicin assay (Quantitative) by
- Immunoassay (Chemiluminescent Abbott ARCHITECT i2000SR System iGentamicin assay
label)

Vancomycin (Quantitative) by
- Immunoassay (Chemiluminescent Abbott ARCHITECT i2000SR System iVancomycin assay

label)

Virology — Serology
Serum Hepatitis B virus surface antibody by
Immunoassay (Chemiluminescent label) [Abbott ARCHITECT i2000SR System Anti-HBs assay

Hepatitis B virus surface antigen (HBsAg) by
Immunoassay (Chemiluminescent label) [Abbott ARCHITECT i2000SR System

HBsAg Qualitative 1l assay

HBsAg Qualitative 1l Confirmatory assay

Human immunodeficiency virus | & 11
antibody and p24 antigen by
Immunoassay (Chemiluminescent label) |Abbott ARCHITECT i2000SR System HIV Ag/Ab Combo
assay

Rubella virus antibody (IgG) by
Immunoassay (Chemiluminescent label) |Abbott ARCHITECT i2000SR System Rubella 1gG assay
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-46; Effective date of termination: 2 May 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flug i —ik § L 55 TRk o 2230
Microbiology Laboratory: 4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK

FEPARAERAFARAAMEIRFR FEF A HER

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e Al PSR SRR R B
Accreditation of the following examinations has been terminated.
Clinical Urinalysis and/or urine

Microbiology and
Infection

microscopy
Urine

Bacteriology — Serology
Serum

Urinalysis by dipstick method, including:
- Glucose
- Bilirubin
- Ketone
- Specific Gravity
- Blood
- pH
- Protein
- Urobilinogen
- Nitrate

Salmonella antibody by
Widal agglutination test

Method as documented in CM-SOP-URCU using
- Roche URISYS® 2400 urinalysis analyzer
URISYS® 2400 Cassette test strip

Method as documented in CM-SOP-SERO

NL HOKLAS821P-46 Annex 11
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Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-46; Effective date of termination: 2 May 2023)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Fleg o —if f KI5 TRk 5 230

Molecular Laboratory: 1/F and 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
AERFRAUEZFEARARA AT RFIRBEY -2 = 1

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BIFE R B2 R A A FApE S R iz HpT
Accreditation of the following examinations has been terminated.
Medical Genetics Molecular Genetics
(Microbiology)
Respiratory samples Chlamydophila pneumoniae — Detection by
Real-Time Polymerase Chain Reaction, Nucleic acid extraction by NucliSENS eMAG,
qualitative automated nucleic acid extraction system
(Target Region: J38 genomic region) Nucleic acid amplification and detection as documented in
MP-OP-ChPn

Influenza A virus — Detection by

Reverse transcription and Real-time Nucleic acid extraction by NucliSENS easyMAG
Polymerase Chain automated nucleic acid extraction system
Reaction, qualitative Nucleic acid amplification and detection as documented in
(Target region: M gene) MP-OP-Influenza A

Influenza A virus (H1, H3, H5 and Swine
H1subtype) — Detection by

Reverse transcription and Real-time Nucleic acid extraction by NucliSENS easyMAG
Polymerase Chain Reaction, automated nucleic acid extraction system
qualitative Nucleic acid amplification and detection as documented in
(Target region: HA gene) MP-OP-Influenza A

Legionella pneumophila — Detection by

Real-time Polymerase Chain Reaction, Nucleic acid extraction by NucliSENS eMAG
qualitative automated nucleic acid extraction system
(Target region: MIP gene) Nucleic acid amplification and detection as documented in
MP-OP-LegPn

Mycoplasma pneumoniae — Detection by

Real-time Polymerase Chain Reaction, Nucleic acid extraction by NucliSENS eMAG

qualitative automated nucleic acid extraction system

(Target region: P1 gene) Nucleic acid amplification and detection as documented in
MP-OP-MyPn

NL HOKLAS821P-46 Annex 11 Page 9 of 9




(Notification Letter No. HOKLAS821P-42; Effective date of termination: 13 October 2022)

Annex 111

List of examinations for which accreditation has been terminated

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flug i —ik § L 55 TRk o 2L30
Haematology Laboratory: 1/F, Main Block; 2/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK

é%%?#iﬁiﬁiﬁﬁﬁ**”#%%%—ﬁ;%Eﬁ*ﬁ:ﬁ

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
& E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
I B 2 % & fhaE FAORFS LR S Nl Ak

Accreditation of the following examinations has b

een terminated.

Haematology

Haematology - Special
EDTA whole blood

Haemoglobin pattern by
Electrophoresis

Capillarys 2

Method as documented in HS 003 and HS 007 using Sebia

NL HOKLAS821P-42 Annex 11
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Annex II1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-39; Effective date of termination: 2 March 2020)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog h -k § L0 ik p 230
Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
AERBERAEZRAR AR AT R F - HEF R

Potentiometry (Ion-Selective Electrode)

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
& E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BI85 B 2k A AR PR A R R SE Sk A R Hi
Accreditation of the following examination has been terminated.
Chemical Pathology (Therapeutic Drug
Monitoring
Serum Lithium by

Roche 9180 Electrolyte Analyser

NL No. HOKLAS821P-39, Annex III
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Frog h -k § L0 ik p 230

Haematology Laboratory: 1/F, Main Block; 2/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
AEEHEAGZRAT AR AR TR pES R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R 2R A R AR R T PR
Accreditation of the following examination has been terminated.
Haematology Coagulation
Citrate blood Coagulation studies, automated including
- Fibrinogen Diagnostic Stago Start4
Thrombin Time Method as documented in HS 003 and HS 006 using

Diagnostic Stago Start4

Haematology — General
EDTA whole blood Complete blood count including: Sysmex HST-503XE

- Haemoglobin

- Haematocrit

- Leucocyte count (WBC count)

- Mean corpuscular volume (MCV)

- Mean corpuscular haemoglobin
concentration (MCHC)

- Mean corpuscular haemoglobin
(MCH)

- Platelet count

- Red cell count

- Red cell distribution width (RDW)

- Mean Platelet Volume (MPV)

Leucocyte differential count, automated Sysmex HST-503XE
Peripheral blood smear examination by
- Wright — Giemsa stain Method as documented in HS 006 using Hema-tek 2000

- May Grunwald — Giemsa stain Sysmex SP-1000i

Reticulocyte count, automated by
Polymethine dye Sysmex HST-503XE

NL No. HOKLAS821P-39, Annex II1 Page 2 of 4



Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flop b -k § L5 TRk 230
Molecular Laboratory: 1/F and 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK

FEEBFELFIRAT AR A A FIRREE S - 22

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI I B 2k A AR RPN R R SE kA R Hi
Accreditation of the following examination has been terminated.
Medical Genetics Molecular Genetics

(Anatomical Pathology)
Histological and KRAS and NRAS genes Exons 2, 3, and 4
Cytological specimen mutations by
Real-time Polymerase Chain Reaction therascreen® KRAS RGQ PCR Kit and therascreen® RAS
and Sanger sequencing Extension Pyro Kit as documented in MP-OP-KNRAS

NL No. HOKLAS821P-39, Annex II1 Page 3 of 4



Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog h -k § L0 ik p 230
Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

AEEF Y SR E L 2665 EFNE %fiéi’;gﬁrﬁw B- K
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFE ] 2 R A RN FrRRGE R B R e N Y
Accreditation of the following examination has been terminated.
Haematology Coagulation
Citrate blood Coagulation studies, automated including Sysmex CA1500

Haematology — General
EDTA whole blood

- Prothrombin Time (PT)
- Activated partial thromboplastin time
(APTT)

Complete blood count including:
- Haemoglobin

Haematocrit

Leucocyte count (WBC count)

Mean corpuscular volume (MCV)

Mean corpuscular haemoglobin

concentration (MCHC)

Mean corpuscular haemoglobin
(MCH)

Platelet count

Red cell count
Red cell distribution width (RDW)
Mean Platelet Volume (MPV)

Leucocyte differential count, automated

Peripheral blood smear examination by
- Wright — Giemsa stain

- May - Grunwald Giemsa stain

Reticulocyte count, automated by

Polymethine dye

Sysmex XE-5000
Sysmex XE-AlphaN

Sysmex XE-AlphaN
Sysmex XE-5000

Manual method as documented in RLRH 004 using
Slide stainer - Hema-tek 2000 and Sysmex SP-1000i

Sysmex XE-AlphaN
Sysmex XE-5000

NL No. HOKLAS821P-39, Annex III
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-38; Effective date of termination: 23 July 2019)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog h -k § L0 ik o 230
Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

FEAT IS L 266 5L EFL R %fiéi’:%ﬁl‘%bi B- K
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L pd OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED

PRI 4 IF 2 A AT

FrApE S R fFlE

REEILD T ¥

Accreditation of the following examination has been terminated.

Haematology

Haematology — General
EDTA whole blood

Malaria parasite examination by
- Immunological detection

BioRad OptiMal Malaria Test kit

NL No. HOKLAS821P-38, Annex I11
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Annex Il

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-37; Effective date of termination: 23 July 2019)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Frog mh -k b L0 ek s 230

Haematology Laboratory: 1/F, Main Block; 2/F, Pathology Block, PYNEH, 3 Lok ManRd, Chai Wan, HK
BERBRVEZRAR AL A R F - FRE o

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
i OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIGE TR % R & 27 FrARRER S R R P RRCEY i
Accreditation of the following examination has been terminated.
Haematology Haematology — General
EDTAwhole blood Malaria parasite examination by

- Immunological detection BioRad OptiMal MalariaTest Kit

NL No. HOKLAS821P-37 Annex Il
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Annex 11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-36; Effective date of termination: 30 May 2019)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frog h -k § L0 ik p 1230

Microbiology Laboratory:

4/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK

BERBFRAFZRAR AR AT R FRBEY e 1

Microbiology and
Infection

Serum

Rickettsial antibody by
Well Felix agglutination test

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
& E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RITE I B 2k A AR FApEA R RREE-Y Y
Accreditation of the following examination has been terminated.
Clinical Virology — Serology

Method as documented in CM-SOP-SERO

NL No. HOKLAS821P-36 Annex Il
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-33; Effective date of termination: 21 December 2018)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Flug i ik § L 554 TRk o 2L30

Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERANEZ AR AR AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
e OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
IR g0 T 2 4R A fR AT FERE S E A R R HE

Accreditation of the following examination has been terminated.

Chemical Pathology |General Chemistry
Serum, heparinized plasma | Alanine Aminotransferase (ALT) by

Spectrophotometry Abbott Architect c16000 System ALT assay
Albumin by
Spectrophotometry Abbott Architect c16000 System Albumin assay

Alkaline Phosphatase (ALP) by

Spectrophotometry Abbott Architect c16000 System ALP assay
EDTA plasma Ammonia by
Spectrophotometry Abbott Architect c16000 System Ammonia assay

Serum, heparinized plasma | Amylase by
Spectrophotometry Abbott Architect c16000 System Amylase assay

Aspartate Aminotransferase (AST) by
Spectrophotometry Abbott Architect c16000 System AST assay

Bilirubin - Direct by
Spectrophotometry Abbott Architect c16000 System Direct Bilirubin

assay

Bilirubin - Total by

Spectrophotometry Abbott Architect 16000 Total Bilirubin assay
Calcium by

Spectrophotometry Abbott Architect c16000 System Calcium assay
Chloride by

Potentiometry (lon-Selective Electrode) Abbott Architect c16000 System Chloride assay

Cholesterol by
Spectrophotometry Abbott Architect c16000 System Cholesterol assay

Cholesterol - high density lipoproteins (HDL)
Spectrophotometry Abbott Architect c16000 System HDL Cholesterol assay
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flep b -k § LRk 20
Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERANEZRAFT AL AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
S OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIE 40 T 2 4R & fRAE FapFe A L R

Accreditation of the following examination has been terminated.

Chemical Pathology
(cont’d)

General Chemistry

(cont’d)

Serum, heparinized plasma
(cont’d)

Fluoride plasma, CSF

Serum

Serum, heparinized plasma

Whole blood, CSF

Serum, heparinized plasma

Serum

Creatine Kinase (CK) by
Spectrophotometry

Creatinine by
Spectrophotometry

Gamma Glutamyl Transpeptidase (GGT) by
Spectrophotometry

Glucose by
Spectrophotometry

Iron by
Spectrophotometry

Iron Binding Capacity, Total (IBCT) by
Spectrophotometry

Lactate by
Spectrophotometry

Lactate dehydrogenase (LDH) by
Spectrophotometry

Magnesium by
Spectrophotometry

Osmolality by
Freezing Point Depression

Abbott Architect c16000 System CK assay

Abbott Architect c16000 System Creatinine assay

Abbott Architect c16000 System GGT assay

Abbott Architect c16000 System Glucose assay

Abbott Architect c16000 System Iron assay

Abbott Architect c16000 System UIBC assay

Abbott Architect c16000 System Lactate assay

Abbott Architect c16000 System LDH assay

Abbott Architect c16000 System, Magnesium assay

Arkray OM-6050 Osmometer

NL HOKLAS821P-33 Annex 11

Page 2 of 9




Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Flep b -k § LRk 20

Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBEEANEZRAFT AR AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
P OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RITE §° B 2 5 & iR RS R R R N

Accreditation of the following examination has been terminated.

Chemical Pathology | General Chemistry
(cont’d) (cont’d)

CSF

Serum, heparinized plasma

Serum, heparinized plasma

Phosphate by
Spectrophotometry

Potassium by
Potentiometry (lon-Selective Electrode)

Protein, Total by
Spectrophotometry

Protein, Total by
Spectrophotometry
Sodium by

Potentiometry (lon-Selective Electrode)

Triglycerides by
Spectrophotometry

Troponin | by
Immunoassay (Chemiluminescent label)

Urate by
Spectrophotometry

Urea by
Spectrophotometry

Abbott Architect 16000 System Phosphorus assay

Abbott Architect c16000 System Potassium assay

Abbott Architect c16000 System Total Protein assay

Abbott Architect c16000 System Urine/CSF Protein assay
assay

Abbott Architect c16000 System Sodium assay

Abbott Architect c16000 System Triglycerides assay

Abbott Architect i2000SR System hsTNI assay

Abbott Architect c16000 System Uric Acid assay

Abbott Architect c16000 System Urea Nitrogen assay

NL HOKLAS821P-33 Annex 11
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Flep b -k § LRk 20

Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERANEZRAFT AL AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
P OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RITE §° B 2 5 & iR RS R R R N

Accreditation of the following examination has been terminated.

Chemical Pathology
(cont’d)

General Chemistry
(cont’d)
Urine (spot, 24-hour)

Urine, spot

Urine (spot, 24-hour)

Hormones
Serum, heparinized plasma

Calcium by
Spectrophotometry

Chloride by
Potentiometry (lon-Selective Electrode)

Creatinine by
Spectrophotometry

Osmolality by
Freezing Point Depression

Phosphate by
Spectrophotometry

Potassium by
Potentiometry (lon-Selective Electrode)

Protein, Total by
Spectrophotometry
Sodium by

Potentiometry (lon-Selective Electrode)

Urate by
Spectrophotometry

Urea by
Spectrophotometry

B-HCG, Total by
Immunoassay (Chemiluminescent label)

Abbott Architect c16000 System Calcium assay

Abbott Architect c16000 System Chloride assay

Abbott Architect c16000 System Creatinine assay

Arkray OM-6050 Osmometer

Abbott Architect c16000 System Phosphorus assay

Abbott Architect c16000 System Potassium assay

Abbott Architect 16000 System Urine/CSF Protein
assay

Abbott Architect c16000 System Sodium assay

Abbott Architect c16000 System Uric Acid assay

Abbott Architect c16000 System Urea Nitrogen assay

Abbott Architect i2000SR System B-HCG, Total assay
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flep b -k § LRk 20
Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERANEZRAFT AL AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
P OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RITE §° B 2 5 & iR RS R R R N

Accreditation of the following examination has been terminated.

Chemical Pathology
(cont’d)

Therapeutic Drug
Monitoring
Serum

Toxicology
Serum, heparinized plasma

Carbamazepine by
Immunoassay (Chemiluminescent label)

Digoxin by
Immunoassay (Chemiluminescent label)

Phenobarbital by
Immunoassay (Chemiluminescent label)

Phenytoin by
Immunoassay (Chemiluminescent label)

Theophylline by
Immunoassay (Chemiluminescent label)

Valproic acid by
Immunoassay (Chemiluminescent label)
Acetaminophen by

Spectrophotometry

Ethanol by
Spectrophotometry

Salicylate by
Spectrophotometry

Abbott Architect i2000SR System Carbamazepine assay

Abbott Architect i2000SR System Digoxin assay

Abbott Architect i2000SR System Phenobarbital assay

Abbott Architect i2000SR System Phenytoin assay

Abbott Architect i2000SR System Theophylline assay

Abbott Architect i2000SR System Valproic acid assay

Abbott Architect c16000 System Acetaminophen assay

Abbott Architect c16000 System Ethanol assay

Abbott Architect c16000 System Salicylate assay
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flep b -k § LRk 20
Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERANEZRAFT AL AT R F IR FRY R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
& E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIE 0 B2 R A A FEREF S B R e B E AT HE
Accreditation of the following examination has been terminated.
Immunology Immunochemistry

Serum, heparinized plasma

Serum

Serum, heparinized plasma

Serum, CSF

Serum

C3 Complement (C3) by
Immunonephelometry

C4 Complement (C4) by
Immunonephelometry

Ceruloplasmin by
Immunonephelometry

Haptoglobin by
Immunonephelometry

Immunoglobulins IgA by
Immunonephelometry

Immunoglobulins IgE by
Immunoturbidimetry

Immunoglobulins IgG by
Immunonephelometry

Immunoglobulins IgM by
Immunonephelometry

Rheumatoid factor (RF) by
Immunonephelometry

Beckman Immage System C3 assay

Beckman Immage System C4 assay

Beckman Immage System Ceruloplasmin assay

Beckman Immage System Haptoglobin assay

Beckman Immage System IgA assay

Beckman Immage System IgE assay

Beckman Immage System IgG assay

Beckman Immage System IgM assay

Beckman Immage System RF assay

NL HOKLAS821P-33 Annex 11
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flop b -k § L5 iRk Jp 230
Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

ABAE R AL 2665552 ?‘Kﬁﬁ%%rﬁp% B K

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
R OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI g T 2 R & fEE RS R R HiE

Accreditation of the following examination has been terminated.

Chemical Pathology [General Chemistry
Serum, heparinized plasma | Alanine Aminotransferase (ALT) by

Spectrophotometry Abbott Architect c8000 System ALT assay
Albumin by
Spectrophotometry Abbott Architect c8000 System Albumin assay

Alkaline Phosphatase (ALP) by

Spectrophotometry Abbott Architect c8000 System ALP assay
EDTA plasma Ammonia by
Spectrophotometry Abbott Architect c8000 System Ammonia assay

Serum, heparinized plasma | Amylase by
Spectrophotometry Abbott Architect c8000 System Amylase assay

Bilirubin - Total by

Spectrophotometry Abbott Architect c8000 System Total Bilirubin assay
Calcium by

Spectrophotometry Abbott Architect ¢8000 System Calcium assay
Chloride by

Potentiometry (lon-Selective Electrode) Abbott Architect c8000 System Chloride assay

Cholesterol by
Spectrophotometry Abbott Architect c8000 System Cholesterol assay

Cholesterol — high density lipoproteins (HDL)
Spectrophotometry Abbott Architect c8000 System HDL Cholesterol assay

Creatine Kinase (CK) by
Spectrophotometry Abbott Architect ¢8000 System CK assay

Creatinine by
Spectrophotometry Abbott Architect c8000 System Creatinine assay

Gamma Glutamyl Transpeptidase (GGT) by

Spectrophotometry Abbott Architect c8000 System GGT assay
Fluoride plasma, CSF Glucose by
Spectrophotometry Abbott Architect c8000 System Glucose assay

NL HOKLAS821P-33 Annex |11 Page 7 of 9



Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flop b -k § L5 iRk Jp 230

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

BESE S L 266 5L Egn 2 BAET Fus B - K
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
R OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI g T 2 R & fEE RS R R HiE

Accreditation of the following examination has been terminated.

Chemical Pathology |General Chemistry (cont’d)
Serum

Serum, heparinized plasma

Serum

Serum, heparinized plasma

CSF

Serum, heparinized plasma

Iron by
Spectrophotometry

Iron Binding Capacity, Total (IBCT) by
Spectrophotometry

Lactate dehydrogenase (LDH) by
Spectrophotometry

Osmolality by
Freezing Point Depression

Phosphate by
Spectrophotometry

Potassium by
Potentiometry (lon-Selective Electrode)

Protein, Total by
Spectrophotometry

Protein, Total by
Spectrophotometry
Sodium by

Potentiometry (lon-Selective Electrode)

Triglycerides by
Spectrophotometry

Troponin | by
Immunoassay (Chemiluminescent label)

Urate by
Spectrophotometry

Urea by
Spectrophotometry

Abbott Architect c8000 System Iron assay

Abbott Architect c8000 System UIBC assay

Abbott Architect c8000 System LDH assay

Arkray OM-6050 Osmometer

Abbott Architect c8000 System Phosphorus assay

Abbott Architect c8000 System Potassium assay

Abbott Architect c8000 System Total Protein assay

Abbott Architect c8000 System Urine/ CSF Protein
assay

Abbott Architect c8000 System Sodium assay

Abbott Architect c8000 System Triglycerides assay

Abbott Architect i2000SR System hsTNI assay

Abbott Architect c8000 System Uric Acid assay

Abbott Architect c8000 System Urea Nitrogen assay
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Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flop b -k § L5 iRk Jp 230

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

BESE S L 266 5L Egn 2 BAET Fus B - K
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
R OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI g T 2 R & fEE RS R R HiE

Accreditation of the following examination has been terminated.

Chemical Pathology |General Chemistry (cont’d)
Urine (spot, 24-hour)

Urine (spot)

Urine (spot, 24-hour)

Toxicology
Serum, heparinized plasma

Calcium by
Spectrophotometry

Creatinine by
Spectrophotometry

Osmolality by
Freezing Point Depression

Phosphate by
Spectrophotometry

Potassium by
Potentiometry (lon-Selective Electrode)

Protein, Total by
Spectrophotometry
Sodium by

Potentiometry (lon-Selective Electrode)

Urate by
Spectrophotometry

Urea by
Spectrophotometry
Acetaminophen by

Spectrophotometry

Ethanol by
Spectrophotometry

Salicylate by
Spectrophotometry

Abbott Architect ¢8000 System Calcium assay

Abbott Architect c8000 System Creatinine assay

Arkray OM-6050 Osmometer

Abbott Architect c8000 System Phosphorus assay

Abbott Architect c8000 System Potassium assay

Abbott Architect ¢8000 System Urine/ CSF Protein
assay

Abbott Architect c8000 System Sodium assay

Abbott Architect c8000 System Uric Acid assay

Abbott Architect c8000 System Urea Nitrogen assay

Abbott Architect 8000 System Acetaminophen assay

Abbott Architect c8000 System Alcohol assay

Abbott Architect c8000 System Salicylate assay
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-32; Effective date of termination: 27 April 2018)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flug i ik § L 55 TRk o 7230
Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BEFARAEZFAFARAASMETRAFR- W FEF AR

RS S ER SNy

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
e OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED

FrRRGF R B R i

REEILD T ¥

Accreditation of the following examination has been terminated.

Chemical Pathology

Hormones
Serum, heparinized plasma

Tumour Markers
Serum, heparinized plasma

Cortisol by
Immunoassay (Chemiluminescent label)

Thyroid stimulating hormone (TSH) by
Immunoassay (Chemiluminescent label)

Thyroxine, free (FT4) by
Immunoassay (Chemiluminescent label)

Tri-iodothyronine, free (FT3) by

Immunoassay (Chemiluminescent label)

AFP by
Immunoassay (Chemiluminescent label)

Abbott Architect i2000SR System Cortisol assay

Abbott Architect i2000SR System TSH assay

Abbott Architect i2000SR System Free T4 assay

Abbott Architect i2000SR System Free T3 assay

Abbott Architect i2000SR System AFP assay

NL HOKLAS821P-32 Annex 11
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-31; Effective date of termination: 28 August 2017)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flug i ik § L 554 TRk o5 2230
Haematology Laboratory: 1/F, Main Block; 2/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBERNEZ AT AL AT R F IR FRY A R-o®

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED

PRI § IF 2 R A AT

FrRRGF B R i

ST AT

Accreditation of the following examination has been terminated.

Haematology

Haematology - General
EDTA whole blood

Glucose-6-phosphate dehydrogenase (G6PD)
- assay by spectrophotometry

Method as documented in HS 008

NL HOKLAS821P-31 Annex Il
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(Notification Letter No. HOKLAS821P-30; Effective date of termination: 27 July 2017)

Annex 111

List of examinations for which accreditation has been terminated

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Flug i -8 i L5 4 5ok o 1230
Haematology Laboratory: 1/F, Main Block; 2/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK
BESBEAVEZ AR LA AT R F - FEE -

MEDICAL TESTING

DISCIPLINE
LR B

TEST AREA
OR SAMPLE TYPE
RS S ER SN

SPECIFIC EXAMINATION OR

PROPERTY MEASURED
ARl € R enfFlE

METHOD

OR TECHNIQUE USED
S A

Accreditation of the following examinations has been terminated.

Haematology

Coagulation
Citrate blood

Coagulation studies, automated including

- Prothrombin Time (PT)

- Activated partial thromboplastin time

(APTT)

Factor VIII assay

Factor IX assay

Factor XI assay

Factor XII assay

Factor inhibitor screening

Lupus Anti-coagulant detection by

Dilute Russell’s Viper Venom Time
(DRVVT)

Beckman Coulter ACLTop500 CTS

Beckman Coulter ACLTop500 CTS

Beckman Coulter ACLTop500 CTS

Beckman Coulter ACLTop500 CTS

Beckman Coulter ACLTop500 CTS

Method as documented in HS 006 using

Beckman Coulter ACLTop500 CTS

Method as documented in HS 006 using

Beckman Coulter ACLTop500 CTS

NL HOKLAS821P-30 Annex 11
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-28; Effective date of termination: 14 June 2017)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Flug i -8 i L5 4 5ok o 1230

Molecular Laboratory: 1/F and 3/F, Pathology Block, PYNEH, 3 Lok Man Road, Chai Wan, Hong Kong
BEFFRNEZRAF AL AT R FRBRY -2 =

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
R OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIE g0 T 2 4R & fRAE FapFe A R

Accreditation of the following examination has been terminated.

Medical Genetics Molecular Genetics
(Microbiology)

Stool Clostridium difficile — Detection by
Real-time Polymerase Chain Reaction, Nucleic acid extraction by NucliSENS easyMAG
qualitative automated nucleic acid extraction system
(Target region: tcdC gene) Nucleic acid amplification and detection as documented in

MP-OP-ClIdif

NL HOKLAS821P-28 Annex I11 Page 1 of 1



Annex 111

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-23; Effective date of termination: 15 August 2016)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Fleg mh—if & LI 4TR/k H 20

Chemical Pathology Laboratory:

1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.

FARBRAFZFAFARAATE R FR-#; HEF A HZ®

Serum, heparinized plasma

Troponin | by
Immunoassay (Chemiluminescent label)

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
Ll OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
Rl F SR A FERBEE LR RS S EF AR T
Accreditation of the following examinations has been terminated.
Chemical General Chemistry
Pathology

Abbott Architect i2000SR System STAT Troponin |
assay

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK

54

FRAE DG L 266 RN SET R - &

Serum, heparinized plasma

Troponin | by
Immunoassay (Chemiluminescent label)

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
Lpepd OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
gkt o T - R F RS R i dE AT B
Accreditation of the following examinations has been terminated.
Chemical General Chemistry
Pathology

Abbott Architect i2000SR System STAT Troponin |
assay

HOKLAS821P-23 Annex 111
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-22; Effective date of termination: 1 July 2016)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Fleg h -k § L5 Rk L0
lood Bank: 1/F, Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
FBUEPHAF B ARARLL AR %F?‘o— i
DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
Lpfpd OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
gt s s R FERESER DR REEEY L o

Accreditation of the following examinations has

been terminated.

Haematology Haematology — General
EDTA marrow blood
aspirate, clot, trephine

Haematology — Special
Plasma and EDTA
blood

Bone Marrow Examination

Methaemalbumin by
Spectrophotometry

Cytochemical stain: Method as documented in HS 009

Myeloperoxidase

Sudan Black

Specific esterase of Naphthol AS-D Chloroacetate
Esterase

Non specific Naphthyl Acetate Esterase

Periodic Acid Schiff

Method as documented in HS 008

HOKLAS821P-22 Annex Il
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-21)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
R T I R S  cEE
hemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
BERBREVEZRAR AR AT R F - FRY

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
R ppd OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
=t s s R FRIES R FEARET BN
Accreditation of the following examinations has been terminated.
Chemical Hormones
Pathology Serum Parathyroid hormone (PTH) by

Immunoassay (Chemiluminescent label) Roche Elecsys 2010 PTH assay

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology
Frlg A -k § KI5 TRk o 130
lood Bank: 1/F, Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
BELEBREAF I RAF AR AT FF -

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
L OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
RIFPF IS S50 FARIESE R PR 2 EAET B

Accreditation of the following examinations has been terminated.

Haematology Haematology — General
EDTA whole blood Haemoglobin A2 and F quantitation by
High performance liquid BioRad Variant Il
chromatography (HPLC)

Haemoglobin H inclusion bodies by

- Brilliant cresyl blue stain Method as documented in HS 007
Haematology — Special
Serum and EDTA Serum and Red Cell Folate assay by
whole blood Immunoassay(Chemiluminescent label) Beckman Coulter Access chemiluminescent analyser
Serum Serum Vitamin B12 assay by
Immunoassay(Chemiluminescent label) Beckman Coulter Access chemiluminescent analyser

Note:
.1. denotes effective date of termination: 4 January 2016
.2. denotes effective date of termination: 5 February 2016

HOKLAS821P-21 Annex Il Page 1 of 1



Annex |1

List of activities for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-20; Effective date of termination: 4 January 2016)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

R T I R S  cEE

hemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
BERBREVEZRAR AR AT R F - FRY

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
R ppd OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
=t s s R FRIES R FEARET BN
The accreditation of the following examinations has been terminated.
Chemical Hormones
Pathology Serum, heparinized plasma| Ferritin by

Therapeutic Drug
Monitoring
Serum, heparinized plasma

Tumour Markers
Serum

Serum, heparinized plasma

Serum

Immunoassay (Enzyme-based label)

Follicle stimulating hormone (FSH) by
Immunoassay (Enzyme-based label)

Luteinizing hormone (LH) by
Immunoassay (Enzyme-based label)

Prolactin by
Immunoassay (Enzyme-based label)

Carbamazepine by
Fluorescence Polarization Immunoassay

Digoxin by
Microparticle Enzyme Immunoassay

Phenobarbital by
Fluorescence Polarization Immunoassay

Phenytoin by
Fluorescence Polarization Immunoassay

Valproic Acid by
Fluorescence Polarization Immunoassay
CA125 by

Immunoassay (Enzyme-based label)

Carcinoembryonic antigen (CEA) by
Immunoassay (Enzyme-based label)

Prostate specific antigen (PSA) by
Immunoassay (Enzyme-based label)

Abbott AXSYM System Ferritin assay

Abbott AXSYM System FSH assay

Abbott AXSYM System LH assay

Abbott AXSYM System Prolactin assay

Abbott AXSYM System Carbamazepine assay

Abbott AXSYM System Digoxin assay

Abbott AXSYM System Phenobarbital assay

Abbott AXSYM System Phenytoin assay

Abbott AXSYM System Valproic Acid assay

Abbott AXSYM System CA125 assay

Abbott AXSYM System CEA assay

Abbott AXSYM System PSA assay

NL HOKLAS821P-20-Annex Il
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS821P-17; Effective date of termination: 1 June 2015)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

Fropg bk § LBERE

1 2

=T

Blood Bank: 1/F, Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
é%%%%%ﬁi%i%ﬁﬁ%ANh%§%—ﬁ
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
E gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED

JRIE S S R A R

AF RS R

R B B

Ac

creditation of the following examination has been te

rminated

Haematology

Blood bank -
Immunohaematology
Clotted blood

Haematology - General
EDTA whole blood

Blood bank - Special
EDTA Blood

Maternal clotted blood

Clotted blood

Cold Agglutinin titre by
Antibody titration

Microfilaria examination by
Thick films

Paroxysmal Nocturnal Haemoglobinuria
screening test by
Column Agglutination Technology

Investigation of haemolytic disease of newborn,
including:
- 1gG anti-A/ anti-B titre

Rh antibody titre by
- Direct Agglutination
- Indirect antiglobulin test

Method as documented in BB006.01

Method as documented in HS 008

Method as documented in BB006.01using ID-PNH test
reagents (anti-MIRL, anti-DAF, PNH ctl) and DiaMed
Micro Typing Cards for PNH

Method as documented in BB006.01

Method as documented in BB006.01

Annex I, HOKLAS821P-17

Page 1 of 1




Annex III

List of activities for which accreditation has been terminated
(Notification Letter No. HOKLAS821P-16)

Hospital Authority - Hong Kong East Cluster, Department of Clinical Pathology

TR LG -k g N I TRk IR

Chemical Pathology Laboratory: 1/F, Main Block; 3/F, Pathology Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
ABEREGERAFARA AT F -, pES -

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B ek OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI B2 R A A PR A R A chiE TR R R B

The accreditation of the following examination has been terminated

Chemical Pathology|General Chemistry
Serum, heparinized plasma | CKMB, Mass by 1.

Abbott Architect i2000SR System STAT CKMB

Immunoassay (Chemiluminescent label) Mass assay

Rapid Response Laboratory: LG1, RHTSK, 266 Queen’s Road East, Wan Chai, HK
AEEF Y S L 266 3R R ?Kég;;%ﬂz% B- K

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
E##% | ORSAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
4?']??“%]?]@‘%\ ﬂ\ﬁéﬁ B RRER R R chik R R R B

The accreditation of the following examination has been terminated

Chemical General Chemistry
Pathology Serum, heparinized plasma | CKMB, Mass by 1.
Immunoassay (Chemiluminescent label) Abbott Architect i2000SR System STAT CKMB
’ éssay
Haematology Coagulation
Citrate blood D-Dimer by 2.
Immunological latex agglutination Siemens Dade Dimertest Latex Assay

Blood Bank: 1/F, Main Block, PYNEH, 3 Lok Man Rd, Chai Wan, HK.
é%%?%%ﬁi%i%ﬁﬁ%‘”#%§&—ﬁ

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
RS R R R

RGP B R A fa

The accreditation of the following examination has been terminated

Haematology Haematology - General
EDTA whole blood Erythrocyte Sedimentation Rate (ESR) by

automated method Method as documented in HS 003 using Diesse |.3.
Vesmatic 20

Note

Effective Date of Termination: .1.20 June 2013;
2. 1June 2014;
.3. 15 Nov 2013.

NL HOKLAS821P-16 Annex IlI
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