Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-86; Effective date of termination: 1 November 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE3IB . XFLRAP - HZe T

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RGBS & g FLRFESER O AR BT

Accreditation of the following examinations has been terminated.

Clinical Virology — Serology
Microbiology Serum

Hepatitis A virus antibody (IgG) by
and Infection

Immunoassay (chemiluminescent label) Abbott Architect HAVAb-1gG

Human immunodeficiency virus antigen and
antibody by

Enzyme-linked Fluorescent Assay bioMérieux VIDAS HIV

DUO Ultra
Urine Human immunodeficiency virus | antibody by

Western Blot MP Diagnostics HIV Blot 2.2
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-86; Effective date of termination: 1 November 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division
FAEF  FAPEY v 0K
VSL Laboratory:

ok o

fFrd i SRR AR et AL

E

1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

LN - 1S 2 HHE 382 SXFEARPP - oW Ee T
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFFF &% FLRESER g SE AT BT
Accreditation of the following examinations has been terminated.
Clinical Syphilis serology
Microbiology Serum Treponema pallidum antibody by

and Infection

Serum and CSF

Virology — Serology
Serum

Parasitology — Serology
Serum

Viral culture and
identification
Miscellaneous specimens

- Fluorescent treponemal antibody-
absorption test (FTA-ABS)

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

Cytomegalovirus antibody by
Complement fixation test

Dengue virus antigen by
Immunoassay (NS1 Ag)

Epstein-Barr virus antibody by
Indirect immunofluorescence test (anti-EBV
Viral Capsid Antigen (VCA) IgA)

Rubella virus antibody by
Haemagglutination inhibition test (IgG)

Toxoplasma gondii antibody by
Immunoassay (enzyme-based label)
(IgAGM)

Viruses — detection by
culture for characteristic cytopathic effect

using shell vial culture in appropriate cell lines

Immuno Diagnostics AccuDiag FTA-ABS (Syphilis)
IFA

Method as documented in MIC-MTH-ASE-SYP-VDR

Method as documented in MIC-MTH-CSE-CFT

BIORAD PLATELIA Dengue NS1 Ag

Method as documented in MIC-MTH-CSE-EBV
using in-house prepared EBV VCA smears

Method as documented in MIC-MTH-CSE-RUH

Euroimmun Anti-Toxoplasma gondii Screen ELISA
(IgAGM)

Method as documented in MIC-MTH-VIR-CUL-CMV
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-86; Effective date of termination: 1 November 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR B v DE Y MERIRI A A P

MOL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABAWERE 2 LHE 382 B SEFIRRT - I IR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFFF &% FLRESER g SE AT BT
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis
Microbiology Serum, faecal specimens, Enterovirus typing by
and Infection respiratory specimens, Reverse transcription polymerase chain RT PCR and sequencing of PCR product

CSF reaction and DNA sequencing - Primer and test conditions: Oberste, M.S., K. Maher,

Target region: VVP1 gene D.R. Kilpatrick, M.R. Flemister, B.A. Brown, and
M.A.Pallansch. Typing of human enteroviruses by
partial sequencing of VP1. J Clin. Microbiol. 1999;
37:1288-1293.

- DNA sequencing using ABI 3730 or 3130xI Genetic
Analyser
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-83; Effective date of termination: 17 April 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE3IB . XFLRAP - HZe T

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
e OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FERFES LR F R R
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Urine

Human immunodeficiency virus | antibody by

1gG Antibody Capture Particle Adherence Test
(GACPAT)

and Infection Method as documented in MIC-MTH-ASE-HIV-PAT

NL HOKLAS801P-83 Annex Il Page 1 of 3



Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-83; Effective date of termination: 17 April 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR B v DE Y MERIRI A A P

VSL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AL ERE BB E 382 B SHEARPY - I IR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FARFSELR P Rl XY
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Parvovirus B19 antibody by
and Infection Indirect immunofluorescence test (I9G & Biotrin Parvovirus B19 Immunofluorescence Assay Kit
IgM)
Bacteriology — Serology
Serum Chlamydia antibody by
Complement fixation test Method as documented in MIC-MTH-CSE-CFT
Chlamydia culture and
identification
Miscellaneous specimens Chlamydia trachomatis by
McCoy shell vial culture Method as documented in MIC-MTH-VIR-CUL-CHL
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-83; Effective date of termination: 17 April 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division
A E A pET v DR GEL P ERIRI R A P

MOL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABLWERE 3 L 382 B 2L AR - HEe T4
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS A fadp FARFSELR P Rl XY
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis

Microbiology
and Infection

Respiratory specimens

Serum, faecal specimens,

respiratory specimens,
CSF

Detection of Picornavirus, Enterovirus type 71 and
bovine viral diarrhoea virus (BVDV) by
Respiratory Multiplex PCR F
Target region: Picornavirus: 5°UTR
Target region: EV71: VP1
Target region: BVDV: Npro

Enterovirus Type 71 (EV71) — detection by
One-step real-time reverse transcription
polymerase chain reaction
Target region: VVP1 gene

Multiplex one step real-time RT PCR using ABI 7500
Fast/ViiA7
- Primers, probe(s) and test conditions:
In-house method as documented in
MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-RVM-RC1

One-step real-time RT PCR using ABI ViiA7
- Primers, probe(s) and test conditions:
In-house method as documented in
MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-PIC-RC1

NL HOKLAS801P-83 Annex Il
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-82; Effective date of termination: 1 April 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR B v DE Y MERIRI A A P

VSL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AL ERE BB E 382 B SHEARPY - I IR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
e OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FERFES LR F R R
Accreditation of the following examinations has been terminated.
Clinical Bacteriology — Serology
Microbiology Serum

Mycoplasma pneumoniae antibody by

and Infection Complement fixation test

Method as documented in MIC-MTH-CSE-CFT

NL HOKLAS801P-82 Annex I Page 1 of 1



Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-81; Effective date of termination: 1 March 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
BAC Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE3IB . XFLRAP - HZe T

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FARFSELR P Rl XY
Accreditation of the following examinations has been terminated.

Clinical Bacteriology — Culture and

Microbiology sensitivity tests and/or

and Infection microscopy

Bronchioalveolar lavage Microscopy for

(BAL) and Protected Cell morphology by Gram stain

Culture and microscopy: Method as documented in
Specimen Brushings (PSB)

MIC-MTH-BAC-R01

Quantitative culture and antimicrobial
susceptibility test for pathogens by

Aerobic, CO; and anaerobic culture Identification of isolates: Method as documented in

MIC-MTH-BAC-ID3
Antimicrobial susceptibility tests: Method as
documented in MIC-MTH-BAC-AST

NL HOKLAS801P-81 Annex Il Page 1 of 1



Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-80; Effective date of termination: 28 January 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
BAC Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE3IB . XFLRAP - HZe T

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FARFSELR P Rl XY
Accreditation of the following examinations has been terminated.

Clinical Bacteriology — Culture and

Microbiology sensitivity tests and/or

and Infection microscopy
Miscellaneous sample Microscopy for

Method as documented in MIC-MTH-BAC-MO01 to

(including pus, body fluid, Crystals (only joint fluid) by wet smear MO06

tissue, swabs, etc.)

NL HOKLAS801P-80 Annex Il Page 1 of 2



Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-80; Effective date of termination: 28 January 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR B v DE Y MERIRI A A P

MOL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AL ERE BB E 382 B SHEARPY - I IR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
i b PRGBS R R i G SR e
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis
Microbiology Urine, male urethral swab Neisseria gonorrhoeae — detection by
and Infection endocervical swab, cervical Real-time polymerase chain reaction, qualitative [Nucleic acid extraction by QIAGEN EZ1
swab and vaginal swab Target region: opa gene Amplification and detection by ABI7500 Fast/QS7

- Primers, probe(s) and test conditions:

In-house method as documented in
MIC-MTH-MOL-PCR-NVP and
MIC-MTH-MOL-PCR-NVP-GN1-RC1

NL HOKLAS801P-80 Annex Il Page 2 of 2




Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-79; Effective date of termination: 27 December 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

Tt ¥ o wEppEY v 2 X
ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEATERE 2 B 382 5 SEEIRRY - - HEr T

CERTE YIS Y R

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
g OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
Rkt Sl Rl R R FLRESE R BRLEY LY.
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Hepatitis B virus antibody:

and Infection

- anti-HBs (Quantitative) by
Immunoassay (chemiluminescent label)

Abbott ARCHITECT anti-HBs

NL HOKLAS801P-79 Annex Il
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-79; Effective date of termination: 2 January 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

FAE A pEY v 2R LRI KA A
VSL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ABLFLRE

B
13

382 B iAo HEAer T

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
g OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
Rkt Sl Rl R R FLRESE R BRLEY LY.
Accreditation of the following examinations has been terminated.

Clinical Mycology — Serology

Microbiology Serum Aspergillus Galactomannan antigen by

and Infection Immunoassay (enzyme-based label) Bio-Rad Platelia Aspergillus Ag 96 Tests kit

Microscopy

Miscellaneous specimens

Transmission electron microscopy for virus

Method as documented in MIC-MTH-VIR-TEM

NL HOKLAS801P-79 Annex Il
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Annex |11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-79; Effective date of termination: 2 January 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F o A EY v D E A L ERIR A A oA
MOL Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
R BE 382 L SEFEAKRPY - i T

FEL L

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
g OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
Rkt 2l Rl R FLRES R R BRLEY LY.
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis
Microbiology Respiratory specimens Detection of Mycoplasma pneumoniae by

and Infection

Multiplex real-time PCR
Target region: MPN: CARDS Toxin gene

Multiplex real-time PCR using Roche LightCycler 480
- Primers, probe(s) and test conditions:
In-house method as documented in
MIC-MTH-MOL-PCR-AP4 and
MIC-MTH-MOL-PCR-ATP-RC1

NL HOKLAS801P-79 Annex Il
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Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-79; Effective date of termination: 3 January 2025)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

FAE A pEY v 2R LRI KA A

ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAELTERE 3 5B FE 382 H 2 FARAP -2 3L

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
g OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
Rkt 2l Rl R FLRES R R BRLEY LY.
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Human immunodeficiency virus antibody by

and Infection Immunoblot assay INNO-LIAHIV /1l Score

NL HOKLAS801P-79 Annex I Page 4 of 4



Annex 111

List of proficiency testing schemes for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-78; Effective date of termination: 11 November 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

AR FApEY v DR HIRB o A A
Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ALk 3 HiF 382 5L X FEL KRBT

PROVISION OF PROFICIENCY TESTING SCHEMES #% it 4 %%

PROFICIENCY TESTING SCHEME AND ITEM

MEASURAND OR CHARACTERISTIC

PROFICIENCY TESTING SCHEME

" 14, MEASURED PROCEDURE?
& EALGE AT B R BT 54 R lER

Accreditation of the following proficiency testing schemes has been terminated.

Proficiency Testing Scheme for Medical Testing:

Microbial Serology (MS)
e Simulated plasma or serum specimens
a. Syphilis Serology (SSY)

- Detection of plasma reagin by
Rapid plasma reagin (RPR) card test

As documented in MIC-PTP-ASE-MIS-PRE

# INCLUDING PROCEDURES FOR DETERMINING ASSIGNED VALUES AND THE UNCERTAINTY

NL HOKLAS801P-78 Annex IlI
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-78; Effective date of termination: 21 October 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F oA EY v D E G VIR A HcA P

ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEL T ERE a B HFE 382 5 S FARAY - I TR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI RS >80 FRRBSERPEY B ES T HE
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Hepatitis B virus antibody:

- anti-HBclgM by

and Infection
Immunoassay (chemiluminescent label)  [Abbott Architect Anti-HBclgM

NL HOKLAS801P-78 Annex Il Page 1 of 4



Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-78; Effective date of termination: 1 November 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F oA EY v D E G VIR A HcA P

CSE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T EPRE 3B F 3825 XA BB o-H B2 3

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFEPF S 3 AN FARPLER PEE BN P
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Dengue virus antigen by

and Infection Immunochromatographic assay (NS1 Ag)  |Abbott Bioline Dengue NS1 Ag

NL HOKLAS801P-78 Annex Il Page 2 of 4



Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-78; Effective date of termination: 11 November 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F oA EY v D E G VIR A HcA P
ASE Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

FRLWERE

LiE 382 5 cxiFEd Bl o2 T

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI RS >80 FRRBSERPEY B ES T HE
Accreditation of the following examinations has been terminated.
Clinical Syphilis serology
Microbiology Serum Reagin antibodies in response to Treponemal

and Infection

infection by
- Rapid Plasma Reagin (RPR)

BD Macro-Vue RPR card Tests

NL HOKLAS801P-78 Annex Il
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Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-78; Effective date of termination: 22 November 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

Tt ¥ o mEpEY v 2 X
SPI Laboratory: 1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

s (SR IRIR L it o f

ABALERE A HH 382 B XGRS 2 I

MEDICAL TESTING

and Infection

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFEPF S 3 AN FERRBEER P FEART P
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis
Microbiology Genital specimens HSV-1/2— detection by

Real-time polymerase chain reaction,

qualitative

- HSV-1 target region: DNA polymerase
region B and Thymidine Kinase
region C

- HSV-2 target region: Glycoprotein B 3”
end region and Thymidine Kinase
region C

Nucleic acid extraction, amplification and detection by
COBAS 4800 using cobas® HSV1 and 2 Test

NL HOKLAS801P-78 Annex Il
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-77; Effective date of termination: 1 October 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

A F oA pEY v 2

S E A SRR AL el d A
CSE Laboratory:

1/F, 2/F & 4/F-10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE3IB . XFLRAP - HZe T

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Gt R FLREL LR NFE REEEY LY

Accreditation of the following examinations has been terminated.

Bacteriology — Serology
Microbiology Serum

and Infection

Clinical

Mycoplasma pneumoniae antibody by

Particle agglutination SERODIAMYCO II Kit

NL HOKLAS801P-77 Annex Il Page 1 of 1



Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-76; Effective date of termination: 27 July 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

A F oA pEY v 2

S E A SRR AL el d A
ASE Laboratory:

5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE 3 B xFLIRPIP T4 HE L

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
LPPE OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 PR RS E R P 2R T HE

Accreditation of the following examinations has been terminated.
Clinical Virology — Serology

Microbiology Serum

Hepatitis A virus antibody (IgM) by
and Infection

Immunoassay (chemiluminescent label) Abbott Architect HAVAb-IgM

NL HOKLAS801P-76 Annex Il Page 1 of 1




Annex 111

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-75; Effective date of termination: 2 April 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division
AR B v DE Y MERIRI A A P
MOL Laboratory: 5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

BBl PR E 2 BF 382 S XFELRPIP T HE N
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIBF RS R LB FARPLER PEE SRART P
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology Genital, respiratory, HSV-1/2/VZV/ IC — detection by

and Infection

vesicular, and eye specimens, Multiplex Real-time polymerase chain reaction

CSF

Target region for HSV-1: US4 gene
Target region for HSV-2: Glycoprotein D gene
Target regions for VZV: ORF38

PCR using Roche LightCycler 480
- Primers, probe(s) and test conditions:
In-house method as documented in
MIC-MTH-MOL-PCR-VLS and MIC-
MTH-MOL-PCR-HSG-RC1

NL HOKLASB801P-75 Annex Il
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-74; Effective date of termination: 8 February 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
ASE Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAEL T ERE 3B FE 3 B xFLIRPIP T4 HE L

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FARBSERPEY R Y
Accreditation of the following examinations has been terminated.

Clinical Virology — Serology

Microbiology Serum Human immunodeficiency virus antigen and

and Infection antibody by

Immunoassay (enzyme-based label) DiaSorin Murex HIV Ag/Ab Combination

Syphilis serology

Serum Treponema pallidum antibody by

- Enzyme immunoassay DiaSorin Murex ICE Syphilis on

EVOLIS automated Immunoassay analyser

NL HOKLAS801P-74 Annex Il Page 1 of 1




Annex 111

List of proficiency testing schemes for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-72; Effective date of termination: 1 January 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

R A Y o N EES VR e P

Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ABLIERE > 2 HiF 382 3L XL HKRY

PROVISION OF PROFICIENCY TESTING SCHEMES # kit # %3#%

PROFICIENCY TESTING SCHEME AND ITEM | MEASURAND OR CHARACTERISTIC R AR
LY TESTING ScHEM MEASURED PROCEDURE
& ; ~ AEES T o i REP A

Accreditation of the following proficiency testing schemes has been terminated.

Proficiency Testing Scheme for Medical Testing:

Viral Nucleic Acid Testing (VNAT)
» Simulated plasma specimens

b. Hepatitis C Virus genotyping (HCG) HCV genotype testing As documented in MIC-PTP-SPI-NAT-PRE

# INCLUDING PROCEDURES FOR DETERMINING ASSIGNED VALUES AND THE UNCERTAINTY

NL HOKLAS801P-72 Annex IlI Page 1 of 1




Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-72; Effective date of termination: 18 December 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

2 F o BT S 2% G KRR 2 A

CMI Laboratory:  5/F & 6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABLTERE 2 B 382 B S xELKRY T HE AR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI RS >80 FLRES R R B ES T HE
Accreditation of the following examinations has been terminated.

Clinical Bacteriology — Serology

Microbiology Streptococcus pneumoniae  |Serotyping of Streptococcus pneumoniae by

and Infection isolates

- Slide agglutination test Method as documented in MIC-MTH-CMI-SE2

NL HOKLAS801P-72 Annex Il Page 1 of 5




Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-72; Effective date of termination: 18 December 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

L F BB S 2% G KRR A A

MOL Laboratory:  5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

RAELTERE 3 5B F 382 5L SxFA BT T2 A
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rkt Sl Rl R R RS LR B ES T HE
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis

Microbiology
and Infection

Respiratory specimens

Serum, faecal specimens,
respiratory specimens,
CSF

Serum, plasma and urine

Respiratory specimens

Rhinovirus — detection by
Real-time reverse transcription polymerase
chain reaction
Target region: 5> UTR

Enterovirus Type 71 (EV71) — detection by
One-step real-time reverse transcription
polymerase chain reaction
Target region: VP1 gene

Real-time reverse transcription polymerase
chain reaction
Target region: VP1 gene

Zika virus — detection and confirmation by
Real-time reverse transcription polymerase
chain reaction
Target region: Envelope protein gene (detection)
NS3 and 2K (confirmation)

Middle East Respiratory Syndrome - Coronavirus —
detection by
Real-time reverse transcription polymerase
chain reaction
Target region: ORF-1b / upE

Severe Acute Respiratory Syndrome Coronavirus 2
(SARS-CoV-2) - detection by
Real-time reverse transcription polymerase
chain reaction
Target region: RdRp

Real-time RT PCR using Roche LightCycler 2.0
- Primers, TagMan probes and test conditions:
In-house method as documented in MIC-MTH-MOL-
PCR-VLS and MIC-MTH-MOL-PCR-PIC-RC1

One-step real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-PIC-RC1

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: Brown BA et al. Molecular
epidemiology and evolution of enterovirus 71 strains
isolated from 1970 to 1998. Journal of Virology 1999;
73:9969-9975.

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-ARB-RC1

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-COR-RC1

Real-time RT PCR using Roche LightCycler 2.0

- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-COR-RC1

NL HOKLAS801P-72 Annex 11
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-72; Effective date of termination: 18 December 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR B v DE Y MERIRI A A P

MOL Laboratory:  5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELINERE 3 BE 32 B DRFAKRPY TR HE MR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rkt Sl Rl R R FLRIRS LR e R LY
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology (cont’d)

and Infection Respiratory specimens Severe Acute Respiratory Syndrome Coronavirus 2

(cont’d) (SARS-CoV-2) - detection by
Urbani-aaa + NCOV2

Real-time reverse transcription polymerase Real-time RT PCR using Roche LightCycler 2.0
chain reaction - Primer and test conditions: In-house method as
Target region: RdRp documented in MIC-MTH-MOL-PCR-VLS and

MIC-MTH-MOL-PCR-COR-RC1

Severe Acute Respiratory Syndrome Coronavirus 2
(SARS-CoV-2) - detection by

NCOV10 Real-time RT PCR using Roche LightCycler 2.0
Real-time reverse transcription polymerase - Primer and test conditions: In-house method as
chain reaction documented in MIC-MTH-MOL-PCR-VLS and
Target region: RdRp MIC-MTH-MOL-PCR-COR-RC1
Stool Shiga toxin gene — detection by
Real-time polymerase chain reaction Real-time RT PCR using Roche LightCycler 2.0
Target region: stx1 and stx2 - Primer and test conditions: In-house method as

documented in MIC-MTH-MOL-PCR-AP4 and
MIC-MTH-MOL-PCR-AP4-RC1

Nasopharyngeal/pernasal |Bordetella pertussis — detection by
swab Real-time polymerase chain reaction Real-time RT PCR using Roche LightCycler 2.0
Target region: 1S481 and ptp - Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-AP4 and
MIC-MTH-MOL-PCR-AP4-RC1
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-72; Effective date of termination: 18 December 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
TBL Laboratory:  10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABAIFEFE 3 B 382 B D E A BpY Ll

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R S R FLRIRS LR i BE AR B
Accreditation of the following examinations has been terminated.
Clinical Mycobacteriology —
Microbiology Identification and/or

and Infection sensitivity test

Mycobacterium isolates  [ldentification of Mycobacterium species in

positive cultures by
Molecular method

- 16S rRNA gene sequencing Amplification and sequencing of amplified product

- Primer and test conditions: Edwards U, et al.
Isolation and direct complete nucleotide determination
of entire genes. Characterization of a gene coding
for 16S ribosomal RNA. Nucleic Acids Research 1989;
17:7843-7853.

- DNA sequencing using ABI 3730 or 3130xI
Genetic Analyser
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-72; Effective date of termination: 2 January 2024)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

2 F o BB S 2% G KRR 2 A

TBL Laboratory:  10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ARLIERE > 5 b 382 B D A Rl oL
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R S R FLRIRS LR i BE AR B
Accreditation of the following examinations has been terminated.
Clinical Mycobacteriology —
Microbiology Identification and/or
and Infection sensitivity test (cont’d)
(cont’d) Mycobacterium isolates  [ldentification of Mycobacterium species in
(cont’d) positive cultures by
Molecular method
- GeneXpert

Nucleic acid extraction and detection by Cepheid
GeneXpert System as documented in
MIC-MTH-TBL-GXP
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-71; Effective date of termination: 1 September 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR FApEkY v DKL VBRI M P AL
CSE Laboratory: 5/F & 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELFRERE 3 5 382 5L 2 X FAKRPIY T HE4L

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FARBSERPEY R Y
Accreditation of the following examinations has been terminated.

Clinical Virology — Serology

Microbiology Serum Influenza virus Type A or B antibody by

and Infection

Complement fixation test Method as documented in MIC-MTH-CSE-CFT
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List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-70; Effective date of termination: 15 June 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F oA EY v D E G VIR A HcA P
VIR Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

FARL LR E > 3 B 382 B SE A KR T H 4 B2 LR

and Infection

identification

Miscellaneous specimens

Chlamydia culture and

Miscellaneous specimens

Viral isolates identified by CPE and differential

susceptibility of the isolate to various cell
lines, followed by confirmation of
- Herpes simplex virus 1 & 2 by

Direct immunofluorescence test

- Herpes simplex virus Type 1 or 2 by
Direct immunofluorescence test

- Chlamydia trachomatis by
Direct immunofluorescence test

- Rhinovirus by
Immunofluorescence test

- Enterovirus by
Immunofluorescence test

Chlamydia trachomatis identification by

Direct immunofluorescence test

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFEPF S 3 AN PRl s R RS FEART P
Accreditation of the following examinations has been terminated.
Clinical Viral culture and
Microbiology identification

Method as documented in MIC-MTH-VIR-CUL-IDV

Method as documented in MIC-MTH-VIR-DIF

Method as documented in MIC-MTH-VIR-DIF

Method as documented in MIC-MTH-VIR-CUL-IDV

Method as documented in MIC-MTH-VIR-CUL-IDV

Identification by MicroTrak Chlamydia trachomatis Culture
Confirmation Test kit

NL HOKLAS801P-70 Annex Il
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-68; Effective date of termination: 1 June 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

B % A B o D E R R IRI R Mol b

ASE Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

RAELTERE 3 5BF 382 5 SxFA BT T4 HE LR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS B AN BB R R B T Ry

Accreditation of the following examinations has been

terminated.
Clinical Virology — Serology
Microbiology Serum Human T-cell lymphotropic virus | antibody by
and Infection

Particle Agglutination Test Fujirebio Serodia HTLV-1

NL HOKLAS801P-68 Annex Il Page 1 of 2
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-68; Effective date of termination: 24 May 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

B % A B o D E R R IRI R Mol b

MOL Laboratory: 5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEA TR E s bH 382 B SEFEARRIY T - HE M|

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIFEPF S 3 A FERRBSER P BN R
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology Respiratory specimens SARS coronavirus RNA — detection by

and Infection Real-time reverse transcription polymerase [Real-time RT PCR using Roche LightCycler 2.0
chain reaction - Primer and test conditions: In-house method as
Target region: Nucleocapsid (N) gene documented in MIC-MTH-MOL-PCR-VLS and

MIC-MTH-MOL-PCR-COR-RC1
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List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-66; Effective date of termination: 1 May 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Ta ¥ oA ke v Xt CHRPRI A M P
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

FBELTERRE

)4
12

382 FLo XA wiRlY o4

MEDICAL TESTING

and Infection

Parasitology — Serology
Serum

Dengue virus antibody by
Immunochromatographic assay

Legionella pneumophila antibody by
Rapid microagglutination test

Parainfluenza virus Type 1 and 2 antibody by

Indirect immunofluorescence test

Entamoeba histolytica antibody by
Immunoassay (enzyme-based label) (I1gG)

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FARBSERPEY R Y
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum

Abbott Panbio Dengue Duo Cassette

Method as documented in MIC-MTH-CSE-LEG-RMT

Method as documented in MIC-MTH-CSE-IFA

RIDASCREEN Entamoeba histolytica 1gG EIA kit

NL HOKLAS801P-66 Annex Il
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-65; Effective date of termination: 3 April 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Ta ¥ oA ke v Xt CHRPRI A M P
CMI Laboratory: 5/F & 6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABEAFERE  a hiF 382 5 2 EFEAKREY T HE S

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rkt 2l Rl R FLRES R R R Y
Accreditation of the following examinations has been terminated.

Clinical Parasitology

Microbiology Stool Microscopy for Microsporidia spores by

and Infection

PARA-PAK Trichrome Blue staining Method as documented in MIC-MTH- CMI-EP1

NL HOKLAS801P-65 Annex Il Page 1 of 1
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List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-62; Effective date of termination: 1 February 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

FAE A pEY v 2R LRI KA A
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
BAELIWEFE 3 b 382 B DR GAKKREIY o4

MEDICAL TESTING

and Infection

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
g OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
RIS AR FRE SRR SRE R S
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Legionella pneumophila antibody by

Indirect immunofluorescence test

Epstein-Barr virus antibody by
Monospot test (for Heterophile Antibodies of
Infectious Mononucleosis)

Euroimmun Legionella pneumophila Screening
(Mix 1/ Mix 2) (IgAGM)

Remel MONO-LEX System

NL HOKLAS801P-62 Annex 11
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-61; Effective Date of Termination: 1 December 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

AR FApEY v 2R L LRI MA P A

CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABAFEFRE 2 B 382 Lo SR A HRRIY o4

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B S S E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rl B A RN FrRRRS B R SR e B
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Dengue virus antibody by

and Infection Immunoassay (enzyme-based label) (IgM) Panbio Dengue IgM Capture ELISA Test Kit

NL HOKLAS801P-61 Annex IlI Page 1 of 4
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-61; Effective date of termination: 13 September 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A %o A B o 2 IR R AR

CMI Laboratory:  5/F & 6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELTERE > 3 HiF 382 5L oxfrd Bl T BE SR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
BERLHiRE OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e s A I 7 e A B R R M 73 AR RO
Accreditation of the following examinations has been terminated.
Clinical Bacteriology — Culture and
Microbiology sensitivity tests
and Infection Enteric samples Clostridium difficile toxin Aand B by
(cont’d) (stool and rectal swab) Immunochromatographic assay TECHLAB TOX A/B QUIK CHEK

NL HOKLAS801P-61 Annex Il Page 2 of 4
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-61; Effective Date of Termination: 15 November 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A F oA EY v D E L VIR A HcA P

BAC Laboratory:  6/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAELTERRE > 3 B 382 B XA iR o2 HE MR

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
EHRLERE OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
pilEn B N oy B R YR D7 BB R
Accreditation of the following examinations has been terminated.
Clinical Bacteriology — Serology
Microbiology Urine Legionella pneumophila serogroup 1 Antigen by
and Infection Immunochromatographic assay Immunocatch Legionella kit
(cont’d)
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-61; Effective date of termination: 19 January 2023)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

AR FApEY v 2R L LRI MA P A

MOL Laboratory:  5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AAEA TR E s bH 382 B SEEEARRIY ST - HE N

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
BERLHiRE OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Pl N 7 e A B R R M 73 AR RO
Accreditation of the following examinations has been terminated.
Clinical Molecular diagnosis
Microbiology Respiratory specimens Detection of Influenza A, B and C by
and Infection Respiratory Multiplex PCR A Multiplex one step real-time RT PCR using Roche
(cont’d) Target region: Influenza A: M gene LightCycler 480
Target region: Influenza B: HA gene - Primer and test conditions: In-house method as
Target region: Influenza C: NP gene documented in MIC-MTH-MOL-PCR-VLS and

MIC-MTH-MOL-PCR-RVM-RC1

Detection of Adenovirus, Parainfluenza 1 virus
and Parainfluenza 3 virus by

Respiratory Multiplex PCR B Multiplex one step real-time RT PCR using Roche
Target region: Adenovirus: hexon gene LightCycler 480
Target region: Parainfluenza 1: HN gene - Primer and test conditions: In-house method as
Target region: Parainfluenza 3: HN gene documented in MIC-MTH-MOL-PCR-VLS and

MIC-MTH-MOL-PCR-RVM-RC1

Detection of Respiratory syncytial virus,
Parainfluenza 2 virus and Parainfluenza 4 virus

by

Respiratory Multiplex PCR C Multiplex one step real-time RT PCR using Roche
Target region: RSV: N gene LightCycler 480
Target region: Parainfluenza 2: P gene - Primer and test conditions: In-house method as
Target region: Parainfluenza 4: NP gene documented in MIC-MTH-MOL-PCR-VLS and

MIC-MTH-MOL-PCR-RVM-RC1
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List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-60; Effective date of termination: 13 September 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

A% AP EY o DE L VIR M B
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
2 b 382 BL SR fEA R o4 1

SR L

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
ST 1 OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RGP R S FrRRES B R O A Y

This laboratory is accredited for performing the examinations and for providing clinical interpretation of the examinations listed in the scope below.

Clinical
Microbiology
and Infection

Virology — Serology
Serum

Bacteriology — Serology
Serum

Coxiella burnetii antibody by
Complement fixation test

Enterovirus antibody by
Complement fixation test
Parainfluenza virus Type 3 antibody by

Complement fixation test

Respiratory syncytial virus antibody by
Complement fixation test

Brucella antibody by
Agglutination test

Method as documented in MIC-MTH-CSE-CFT

Method as documented in MIC-MTH-CSE-CFT

Method as documented in MIC-MTH-CSE-CFT

Method as documented in MIC-MTH-CSE-CFT

Method as documented in MIC-MTH-CSE-AGG-REL

NL HOKLAS801P-60 Annex 11
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Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-57; Effective date of termination: 1 June 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

AR FApEY v 2R L LRI MA P A

ASE Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELFERE R HHE 382 Lo SEFAKRPIY T4 HRE R

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FORPL LR P dE A JopE
Accreditation of the following examination has been terminated.
Clinical Virology — Serology
Microbiology Serum Hepatitis B virus antigen:

- HBsAg by

and Infection
Immunoassay (enzyme-based label)

DiaSorin Murex HBsAg Version 3
DiaSorin Murex HBsAg Confirmatory Version 3

NL HOKLAS801P-57 Annex Il Page 1 of 3
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-57; Effective date of termination: 1 July 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology
Division
T E o A EY o DR CHRIRI R i P
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEL T ERE a2 b 382 B Sx SRR o4

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI 2 & 4o FERESE R P SEARY EpT
Accreditation of the following examination has been terminated.

Clinical Bacteriology — Serology

Microbiology Serum Rickettsial infection by

and Infection Weil Felix agglutination test Method as documented in MIC-MTH-CSE-AGG-REL

Page 2 of 3
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-57; Effective date of termination: 1 August 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

FAE S FE P EY o 2L CHRIR R M P

CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAELTERRE > 3 B 382 L XA B o4

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
% 14,%‘; OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS 5 A g FORPLELR P dE AT B
Accreditation of the following examination has been terminated.

Clinical Bacteriology — Serology

Microbiology Serum Salmonella typhi and Salmonella paratyphi

and Infection antibodies by

Widal agglutination test Method as documented in MIC-MTH-CSE-AGG-REL
Page 3 of 3
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List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-56; Effective date of termination: 18 April 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch, Microbiology

Division

Bt %o i e o D FEL R A Al B

SPI Laboratory: 5/F, 7/F & 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELTERE 2 BFE382E . S XFARPY T R4

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
% 7}431'3‘; OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
ET LR FRHRSE R hpr i ) Rl
Accreditation of the following examination has been terminated.
Immunology Immune cell function and
enumeration
EDTA Blood T lymphocyte subset enumeration by
Flow cytometry : Becton Dickson FACSCalibur Flow Cytometry System

(CD3+CD4+) T Lymphocyte
(CD3+CD8+) T Lymphocyte

(CD3+) T Lymphocyte
T Lymphocyte (CD4/CD8) Ratio

NL HOKLAS801P-56 Annex Il Page 1 of 1



Annex 11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-55; Effective date of termination: 9 February 2022)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Ta ¥ oA ke v Xt CHRPRI A M P
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

AELFRERE 3 B 382 L 2L FARKRPIY w4 W

and Infection

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FARBSERPEY R Y
Accreditation of the following examination has been terminated.
Clinical Bacteriology — Serology
Microbiology Serum

Brucella antibody by

Agglutination test Method as documented in MIC-MTH-CSE-AGG-REL

NL HOKLAS801P-55 Annex Il
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Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-53; Effective date of termination: 13 September 2021)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Ta ¥ oA ke v Xt CHRPRI A M P
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
FEAFERE > 3 B 382 B DX AR w4

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
F -1 OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FLRES R R RECE LY o
Accreditation of the following examination has been terminated.

Clinical Bacteriology — Serology

Microbiology Serum Anti-Streptolysin O antibody by

and Infection Latex agglutination test HUMATEX ASO test kit

NL HOKLAS801P-53 Annex Il Page 1 of 1




Annex 11

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-50; Effective date of termination: 1 March 2021)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division
A E A pEY v DXL P ERIRI A A P
CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ARLTTRE > &

382 BLo o AR w4 W

and Infection

Immunoassay (enzyme-based label) (I1gG)

Measles virus antibody by
Immunoassay (enzyme-based label) (I1gG)

Rubella virus antibody by
Immunoassay (enzyme-based label) (IgM)

Varicella zoster virus antibody by
Immunoassay (enzyme-based label) (1gG)

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
R OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI RS #2805 FARBSERPEY RECE LY o
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Cytomegalovirus antibody by

Enzynost anti-CMV IgG

Enzygnost Measles 1gG Kit

Enzygnost Rubella IgM Kit

Enzygnost VZV IgG EIA Kit

NL HOKLAS801P-50 Annex 11
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-49; Effective date of termination: 16 December 2020)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR A o DS BRI R M A

SPI Laboratory: 5/F, 7/F & 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEL TR E 2 B 382 5L DEFA KRBT T AL H

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R0 ] 2 R A R4 Rl R SiE S P
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology Urine, endocervical swab, [Chlamydia trachomatis — detection by

and Infection cervical swab and vaginal Real-time polymerase chain reaction, Nucleic acid extraction, amplification and detection by
swab qualitative COBAS 4800 using cobas® 4800 CT/NG Test

Target region: cryptic plasmid and
Chlamydia trachomatis
genome

Neisseria gonorrhoeae — detection by

Real-time polymerase chain reaction, Nucleic acid extraction, amplification and detection by
qualitative COBAS 4800 using cobas® 4800 CT/NG Test

Target region: DR-9

NL HOKLAS801P-49 Annex 11 Page 1 of 2




Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-49; Effective date of termination: 1 February 2021)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

FTAF AP EY o DRFL I RIRI s AP
CSE Laboratory: 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELIERE > 2 HiF 382 B 2cxFELRRY o4

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R0 T 2 R A RN FrRRGF S R i SiE R P
Accreditation of the following examinations has been

terminated.
Clinical

Virology — Serology
Microbiology Serum

Cytomegalovirus antibody by
and Infection

Immunoassay (enzyme-based label) (IgM) Enzynost anti-CMV IgM

Measles virus antibody by

Immunoassay (enzyme-based label) (IgM) Enzygnost Measles IgM Kit

NL HOKLAS801P-49 Annex 11 Page 2 of 2




Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-48; Effective date of termination: 14 December 2020)

D Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

AR A o DS BRI R M A

CSE Laboratory: 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELIERE > 2 HiF 382 B 2xFELRRY o4

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B gk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R0 ] 2 R A R4 Rl R SiE S P
Accreditation of the following examinations has been terminated.
Clinical Virology — Serology
Microbiology Serum Mumps virus antibody by
and Infection Immunoassay enzyme-based label) (IgM) Enzygnost Mumps IgM Kit

NL HOKLAS801P-48 Annex Il Page 1 of 2




Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-48; Effective date of termination: 14 December 2020)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

Bd F o A Y e DX R BRIRIM L Acd

MOL Laboratory: 5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELIEFRE s B 382 5L SRFAKREP T -2 A

MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Bk OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R0 T 2 R A RN FrRRGF S R i SiE R P
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology Serum, respiratory Rubella virus — detection by

and Infection specimens, urine, Real-time reverse transcription polymerase Real-time RT PCR using Qiagen Rotor-Gene Q
amniotic fluid chain reaction - Primer and test conditions: In-house method as

Target region: P150 gene documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR- MMR-RC1

NL HOKLAS801P-48 Annex Il Page 2 of 2




Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-47; Effective date of termination: 1 September 2020)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

FTAF AP EY v DRFL I RIRI s AP
ASE Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEATERE 3 382 B SxFARBIP T4 HBE

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
RS A OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BIE R B2 R A R4 B PEA ER SR R HE
Accreditation of the following examinations has been

terminated.
Clinical

Virology — Serology
Microbiology Serum

Hepatitis C virus antibody by
and Infection

Immunoassay (enzyme-based label) Biokit Bioelisa HCV 4.0

NL HOKLAS801P-47 Annex Il Page 1 of 1




Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-46; Effective date of termination: 18 August 2020)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division
FAE o FApEY v 2

AL YNy e

CSE Laboratory: 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ABLFLFRE 3 HF 382 5L SxFEARBIY o4

and Infection

Borrelia burgdorferi antibody by

Immunoassay (enzyme-based label) (1gG)
Immunoassay (enzyme-based label) (IgM)

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
BT OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BIE R B2 A R4 FARIRR N R R Y
Accreditation of the following examination has been terminated.
Clinical Bacteriology — Serology
Microbiology Serum

Enzygnost Lyme link VISE/IgG kit
Enzygnost Borreliosis/IgM kit

NL HOKLAS801P-46 Annex Il
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Annex 11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-41; Effective date of termination: 9 January 2020)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

TR A pEY v O VBB IRIA R M2 P3N

ASE Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABLFERE > 3 B 382 B ML FEARRT T4 HE

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIE 0 B 2 R A A FORES R F RREE-Y Y
Accreditation of the following examination has been terminated.

Clinical Virology - Serology

Microbiology Serum Hepatitis B virus antigen:

and Infection - HBsAg by

Immunochromatographic Test Alere Determine HBsAg

NL HOKLAS801P-41 Annex II Page 1 of 1




Annex |1

List of examinations for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-40; Effective date of termination: 18 November 2019)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

FEF o FipEe o
CSE Laboratory: 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ABLTEFRE 3 B 382 5L SxFEAKRPIY o4

S 2t (YR PRI R Hed 3R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
& E OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI I B 2k A AR FApEA R RREE-Y Y
Accreditation of the following examination has been terminated.
Clinical Virology - Serology
Microbiology Serum Parvovirus B19 antibody by

and Infection

Immunoassay (enzyme-based label) (IgM)

Biotrin Parvovirus B19 IgM Kit

NL HOKLAS801P-40 Annex 11
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Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-39; Effective date of termination: 2 October 2019)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

A F AP EY v XL R M2 P30

ASE Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
BEL T ERE 3 HEFE32E SEFEAKRPIP T4 WE

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B ek OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R ] 2 R A RN FpFS & RO R R Y
Accreditation of the following examination has been terminated.

Clinical Virology - Serology

Microbiology Serum

Hepatitis D virus antibody by
and Infection

Immunoassay (enzyme-based label) DiaSorin anti-Delta

NL HOKLAS801P-39 Annex Il Page 1 of 1




Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-38; Effective date of termination: 20 August 2019)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

fFd & i pER v XS R R M P3N

SPI Laboratory: 5/F, 7/F & 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABELFERE 3 B 382 B DEFARPIY ST - RE 4R

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI I B 2k A AR PSR R SE Sk A R Hi
Accreditation of the following examinations has been terminated.

Clinical Molecular diagnosis

Microbiology Serum and plasma Hepatitis B virus — quantitative determination of

and Infection DNA by

Real-time polymerase chain reaction Abbott RealTime HBV DNA
Target region: N terminal third of the
Surface gene

Hepatitis C virus — quantitative determination of
RNA by

Real-time polymerase chain reaction Abbott RealTime HCV RNA

Target region: 5 UTR (untranslated region)

NL HOKLAS801P-38 Annex Il Page 1 of 1




Annex |11

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-31; Effective date of termination: 21 November 2018)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

A% AP S DX A CERIRAR AL A P

BAC Laboratory:  6/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABELFRERE 3 5382 B 2EFARPIP o2 N

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
BRI - R FLRREEROEE AT
Accreditation of the following examinations has been terminated.
Clinical Microbiology —
Microbiology Miscellaneous tests
and Infection Urine Pregnancy test for human chorionic gonadotrophin
(hCG) by
Immunochromatographic assay Alere SureStep hCG pregnancy test
Urinalysis and/or urine
microscopy
Urine Urinalysis by
dipstick Siemens Multistix 10SG
e Ketone
e pH
« Urobilinogen
¢ Bilirubin
Specific gravity by
refractometer Method as documented in MIC-MTH-BAC-U02

NL HOKLAS801P-31 Annex Il Page 1 of 2



Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

A F o FEApER v DS RIS Al 30
TBL Laboratory:  10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AB4WTRE 3 L 382 B DX R Ll

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Ll OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e s R BB E LR DR dEART B
Accreditation of the following examination has been terminated.
Clinical Mycobacteriology —

Microbiology Culture

and Infection Respiratory specimens Culture for acid-fast bacilli (AFB) by

and urine Conventional culture method (LJ) Method as documented in MIC-MTH-TBL-CUL

NL HOKLAS801P-31 Annex Il Page 2 of 2




Annex |11

List of examination for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-28; Effective date of termination: 1 August 2018)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Bt F o A Y s 2K IR 2 3

BAC Laboratory:  6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELFERE 3 b 382 5L 2X kiRl o

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
PRI RS & >R FORIFES R R SR AR HAE
Accreditation of the following examinations has been terminated.
Clinical Bacteriology — Culture and
Microbiology sensitivity tests and/or
and Infection microscopy
Blood Culture and antimicrobial susceptibility test for
pathogens by
Aerobic and anaerobic broth culture Culture: Method as documented in
MIC-MTH-BAC-B01
using bioMérieux BacT/ALERT 3D 60
Identification of isolates: Method as documented in
MIC-MTH-BAC-1D3
Antimicrobial susceptibility tests: Method as
documented in MIC-MTH-BAC-AST
CSF Culture for pathogens by
(Postmortem)

Aerobic and anaerobic broth culture Culture: Method as documented in

MIC-MTH-BAC-B02

using bioMérieux BacT/ALERT 3D 60
Identification of isolates: Method as documented in
MIC-MTH-BAC-ID3

Bacteriology — Serology

Urine Legionella pneumophila serogroup 1 Antigen

by

Enzyme immunoassay (EIA) Binax® Legionella Urinary EIA Test

NL HOKLAS801P-28 Annex Il Page 1 of 5




Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

A F o FEAED v DS RIS il P30
CMI Laboratory:  5/F & 6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEL TR E 3 5 382 L SR A KRPIY T BE S

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gt s s R FARFSER AR 2R B
Accreditation of the following examinations has been terminated.
Clinical Parasitology
Microbiology Stool

Microscopy for Cryptosporidium, Isospora and
Cyclospora oocysts by
PARA STAIN staining

and Infection

Method as documented in MIC-MTH- CMI-EP1

Identification of intestinal protozoa parasites by

PARA STAIN staining Method as documented in MIC-MTH- CMI-EP1

NL HOKLAS801P-28 Annex Il Page 2 of 5




Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR A pEY o 2K L IR a0 A f 3R

CSE Laboratory:

9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ARLITERE 3 HF 382 L SR iFLA Y o4

and Infection

Epstein-Barr virus antibody by

Monospot test (for Heterophile Antibodies of
Infectious Mononucleosis)

Legionella pneumophila antibody by
Indirect immunofluorescence test

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
G s R FaRFS R dE AR P
Accreditation of the following examinations has been terminated.
Clinical Virology - Serology
Microbiology Serum

MONOSPOT, Meridian Diagnostics

FOCUS Legionella IFA Test Kit

NL HOKLAS801P-28 Annex Il
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Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR A pEY o 2K L IR a0 A f 3R

SPI Laboratory:  5/F, 7/F & 9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABALFERE > 3 BFE 32 B CEFELIRRI T IR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gt s s R FARFSER AR AT P
Accreditation of the following examination has been terminated.
Clinical Molecular diagnosis

Microbiology Plasma

Human immunodeficiency virus viral load —
and Infection

quantitative determination of RNA by

Real-time reverse transcription polymerase

Abbott Real Time HIV-1
chain reaction

Target region: pol integrase region of
HIV-1genome

NL HOKLAS801P-28 Annex Il Page 4 of 5




Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR A pEY o 2K L IR a0 A f 3R

TBL Laboratory:  7/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AL ERE 3 B 382 5L Sx ARl oo WHE LR
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gt s s R FARFSER AR AT P
Accreditation of the following examinations has been terminated.
Clinical Mycobacteriology —
Microbiology Culture

and Infection

Blood and bone marrow

Mycobacteriology —

Identification and/or

sensitivity test
Mycobacterium isolates

Culture for acid-fast bacilli (AFB) by
Aerobic broth culture

Identification of Mycobacterium species in
positive cultures by
- Real-time polymerase chain reaction
Target region: 16S rDNA

- Polymerase chain reaction (PCR) and
real-time polymerase chain reaction for
differentiation of Mycobacterium
tuberculosis complex
Target region: region of difference [RD]

and spacer region 33 & 34 of direct
repeat region

Method as documented in MIC-MTH-TBL-CUL using
BACTEC 9050

Nucleic acid extraction by in-house method as
documented in MIC-MTH-MOL-PCR-APP
Amplification and detection by Bio-Rad MiniOpticon
Real-time PCR system
- Primer, probe and test conditions: In-house method
as documented in MIC-MTH-MOL-PCR-APP

- Primer, probe and test conditions: In-house method
as documented in MIC-MTH-MOL-PCR-APP

NL HOKLAS801P-28 Annex Il
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Annex 111

List of examination for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-26; Effective date of termination: 18 July 2017)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

Bt %o s R e DX RS LSRRI AL LS 20

CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELAEwE s B 382 5L SR FARBIY o4

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Ll OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gkt U s R F RIS E R R FEARET BN
Accreditation of the following examination has been terminated.
Clinical Microbiology |Virology — Serology

and Infection Serum Toxoplasma gondii antibody by

Indirect immunofluorescence test

bioMérieux Toxo-spot IF
(polyvalent & IgM)

NL HOKLAS801P-26, Annex I11 Page 1 of 2




List of examination for which accreditation has been terminated

(Notification Letter No. HOKLAS801P-26; Effective date of termination: 24 July 2017)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division
A E AR ED v DS BRI Al 30

MOL Laboratory:  4/F, 5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELATERE 2 F 382 B SxFA KA e T2 A
MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gt s s R FARFSER AR 2R B
Accreditation of the following examination has been terminated.
Clinical Molecular diagnosis
Microbiology Respiratory specimens Influenza A virus — detection by
and Infection Real-time reverse transcription polymerase |Real-time RT PCR using Roche LightCycler 2.0
(cont’d) chain reaction - Primer and test conditions: WHO information for

Faecal specimens

Urine, male urethral swab
endocervical swab,
cervical swab and vaginal
swab

Target region: M gene

Influenza A virus (H5 subtype) — detection by
Real-time reverse transcription polymerase
chain reaction
Target region: HA gene

Influenza A virus subtype H7 — detection by
Real-time reverse transcription polymerase
chain reaction
Target region: HA gene

Norovirus/rotavirus — detection by
Real-time reverse transcription polymerase
chain reaction
Target region: 5’ of the VVP1 capsid region

Neisseria gonorrhoeae— detection by
Real-time polymerase chain reaction,
qualitative
Target region: opa gene

Molecular diagnosis of influenza-update

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions : In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-FLU-RC1

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-FLU-RC1

Real-time RT PCR using Roche LightCycler 2.0
- Primer and test conditions: In-house method as
documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-VGE-RC1

Nucleic acid extraction by Roche Applied Science
MagNA Pure LC
Amplification and detection by Cepheid
SmartCycler® Il
- Primer, probe and test conditions: In-house
method as documented in MIC-MTH-MOL-PCR-
APP and MIC-MTH-MOL-PCR-APP-RC4

NL HOKLAS801P-26, Annex 111
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Annex 11

List of examination for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-25; Effective date of termination: 7 April 2017)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

Frad %> A pEY v S E A IR R M2 3R

ASE Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AL ERE 3 HWw 382 L SXFAKRAIY T4 E

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
LR OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
G s R FERFS LR N T

Accreditation of the following examination has been terminated.

Clinical Microbiology |Virology — Serology

and Infection Serum Hepatitis B virus antigen:

- HBsAg by
Immunoassay (chemiluminescent label)  [Abbott ARCHITECT HBsAg Auto

Abbott ARCHITECT HBsAg Confirmatory V.1

NL HOKLAS801P-25, Annex Il Page 1 of 3



Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

AR A pEY o 2K L IR a0 A f 3R

CSE Laboratory:  9/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

ABLFERE B b 382 B 2R FLERT oL

Single Radial Haemolysis (1gG)

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
gt s s R FARFSER AR 2R B
Accreditation of the following examination has been terminated.
Clinical Virology — Serology
Microbiology (cont’d)
and Infection Serum (cont’d) Rubella virus antibody by
(cont’d)

Method as documented in MIC-MTH-CSE-RUG-SRH

NL HOKLAS810P-25, Annex Il
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Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,

Microbiology Division

A F o FEAED v DS RIS il P30

VIR Laboratory:  5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AEAWERE 2 HF 382 B 2xFEA AT T4 2

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
L g OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e s R PRl S R SR AR BN
Accreditation of the following examination has been terminated.
Clinical Viral culture and
Microbiology identification
and Infection Miscellaneous specimens [Influenza virus by
(cont’d) Direct immunofluorescence test Method as documented in MIC-MTH-VIR-FLU-CHA

NL HOKLAS810P-25, Annex Il Page 3 of 3



Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-23; Effective date of termination: 1 September 2016)

Department of Health — Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

FAE WA P& v DR A P RIRI 0 Md 3T

ASE Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABAIWERE 3 B 382 5L XL KRBT T L HE LR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
Lpepd OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rl RSB FRRFESE R i dE AT B
The accreditation of the laboratory for the following examination has been terminated.
Clinical Virology —Serology)
Microbiology Serum

Human immunodeficiency virus antibody by

and Infection Immunoassay (enzyme-based label) Vironostika HIV Ag/Ab

HOKLAS801P-23 Annex 11 Page 1 of 1




Annex |1

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-20; Effective date of termination: 2 January 2016)

Department of Health — Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division

FAE WA P& v DR A P RIRI 0 Md 3T

ASE Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
ABAIWERE 3 B 382 5L XL KRBT T L HE LR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R RS 4 FRRES R R AR R
The accreditation of the laboratory for the following examination has been terminated.
Clinical Virology - Serology
Microbiology Serum Epstein-Barr virus antibody by
and Infection Indirect immunofluorescence test (anti-EBV Method as documented in GVU-MTH-CSL-SER-EBV
Viral Capsid Antigen (VCA) polyvalent using in-house prepared EBV VVCA smears
antibodies)

Parainfluenza virus Type 1, 2 or 3 antibody by
Complement fixation test Method as documented in MIC-MTH-CSE-CFT

TBL Laboratory:  7/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AbA I T e 3 b 382 5L SR EA AT -2

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
R F S kA F RS R A EEET P

The accreditation of the laboratory for the following examination has been terminated.

Clinical Mycobacteriology —

Microbiology Identification and/or

and Infection sensitivity test

Mycobacterium isolates Identification of Mycobacterium species in
positive cultures by

- Polymerase chain reaction (PCR) and Nucleic acid extraction by in-house method as
restriction analysis of Heat Shock Protein documented in MIC-MTH-TBL-018
(HSP) gene Amplification and restriction analysis

- Primer and test conditions: In-house method as
documented in MIC-MTH-TBL-018

Myco. tuberculosis Antimicrobial susceptibility test by
complex isolates - Absolute concentration method Methods as documented in MIC-MTH-TBL-TST

HOKLAS801P-20 Annex Il Page 1 of 3




MOL Laboratory:  4/F, 5/F, 7/F & 8/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELTERE 2 FE 382 B SxFA KA e T2 AN

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
e I FRRBESE R R 2R AR B
The accreditation of the laboratory for the following examination has been terminated.

Clinical Molecular diagnosis
Microbiology Serum Dengue virus — detection and typing by
and Infection Reverse transcription polymerase chain RT PCR

reaction - Primer and test conditions: Lanciotti RS et al. Rapid

Target region: Capsid / membrane precursor | detection and typing of dengue viruses from clinical
protein samples by using reverse transcriptase-polymerase

chain reaction. Journal of Clinical Microbiology
1992; 30:545-551.

Genital specimens and  |Multiplex PCR detection of HSV-1/ 2 by
CSF Real-time polymerase chain reaction PCR using Qiagen Rotor-Gene Q

Target region HSV-1: US4 gene - Primer and test conditions: In-house method as
Target region HSV-2: Glycoprotein D gene documented in MIC-MTH-MOL-PCR-VLS and
MIC-MTH-MOL-PCR-HSG-RC1

CSF Multiplex PCR detection of VZV by
Real-time polymerase chain reaction PCR using Roche LightCycler 2.0
Target region: VZV ORF38 - Primer and test conditions: In-house method as

documented in MIC-MTH-MOL-PCR- VLS and
MIC-MTH-MOL-PCR-HSG-RC1

Respiratory specimens  |Influenza A virus — detection by
Real-time reverse transcription polymerase Real-time RT PCR using Roche LightCycler 2.0
chain reaction - Primer and test conditions : Recommendations and
Target region: 2 different locations of M gene | laboratory procedures for detection of avian
influenza A (H5N1) virus in specimens from
suspected human cases, World Health Organization,

August 2007.
Respiratory specimens  [Parainfluenza viruses — detection by
Real-time reverse transcription polymerase Real-time RT PCR using Roche LightCycler 2.0
chain reaction - Primer and test conditions: Watzinger F et al.
Target region: HN (haemagglutinin- Real-Time Quantitative PCR Assays for Detection
neuraminidase) gene and Monitoring of Pathogenic Human Viruses in

Immunosuppressed Pediatric Patients. Journal of
Clinical Microbiology 2004; 42:5189-5198.

Respiratory specimens  [Human Swine Influenza A virus — detection by

Real-time reverse transcription polymerase Real-time RT PCR using Roche LightCycler 2.0
chain reaction - Primer and test conditions:
Target region: HA gene (a) Recommendations and laboratory procedures for

detection of pandemic (H1N1) 2009 virus in
humans — revised. World Health Organization,
23 November 2009.

(b) Recommendations and laboratory procedures for
detection of human swine influenza virus type A
(subtype H1) — revision 2, CHP, 16 December 2009.
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MEDICAL TESTING

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
GES B X 2 FapE S R R Rk
The accreditation of the laboratory for the following examination has been terminated.
Clinical Molecular diagnosis
Microbiology (cont’d)

and Infection

Respiratory specimens

SARS Coronavirus by
Reverse transcription polymerase chain
reaction

RT PCR
- See RT PCR methods for SARS Coronavirus RNA

HOKLAS801P-20 Annex Il
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Annex 111

List of examinations for which accreditation has been terminated
(Notification Letter No. HOKLAS801P-18; Effective date of termination: 17 February 2015)

Department of Health - Centre for Health Protection, Public Health Laboratory Services Branch,
Microbiology Division
FAF AP v 2R PRI MrE B30

BAC Laboratory: 6/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
RAELFERE a2 BFE382F X iFd R oA

MEDICAL TESTING

Microbiology and
Infection

microscopy
Urine

Urinalysis by dipstick
® Glucose
® Protein
® Blood

DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
B OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
GES B X 2 FERP AR R h it 2T
The accreditation of the following examinations has been terminated.
Clinical Urinalysis and/or urine

Siemens Multistix 10SG and Reader: Bayer Clinitek 500 /
Siemens Clinitek Advantus Analyzer

TBL Laboratory:

7/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK

RAELFERE > 38

W382F. SR FEAKRRT - 2 L

Microbiology and
Infection

Identification and/or
Sensitivity tests
Mycobacterium isolates

M. kansasii / M. marinum
Isolates

Mycobacterium rapid
Growers

Myco. avium complex
isolates

Identification of Mycobacterium species in
positive cultures by
Molecular method
- DNA probe test
(Target region: rRNA)

Antimicrobial susceptibility test by
Agar proportion method

Antimicrobial susceptibility test by
- Broth microdilution method
- Disc diffusion method

Antimicrobial susceptibility test by
- Broth microdilution method

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
%l OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
Rl F S %A ORISR SRR P
The accreditation of the following examinations has been terminated.
Clinical Mycobacteriology -

Nucleic acid extraction and detection by Accuprobe System

Methods as documented in MIC-MTH-TBL-021 and
MIC-MTH-TBL-022

Method as documented in MIC-MTH-TBL-010

Method as documented in MIC-MTH-TBL-010

NL HOKLAS801P-18-Annex Il
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VIR Laboratory: 5/F, 9/F & 10/F, Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, HK
AELIT L E 3 3825 DL AR T 4 WA LR

MEDICAL TESTING
DISCIPLINE TEST AREA SPECIFIC EXAMINATION OR METHOD
s OR SAMPLE TYPE PROPERTY MEASURED OR TECHNIQUE USED
RIS kAR FERFES TR R SRR B
The accreditation of the following examinations has been terminated.
Clinical Miscellaneous tests
Microbiology and Miscellaneous specimens [Rabies virus by
Infection Animal Inoculation Test Method as documented in GVU-MTH-CSL-CUL-RAB-MIS
Viral culture and Viral isolates identified by CPE and
identification differential susceptibility of the isolate to
various cell lines, followed by confirmation
of
Serum Adenovirus by
Indirect Immunofluorescence Test Method as documented in GVU-MTH-CSL-CUL-DIF

Measles virus by
Indirect Immunofluorescence Test Method as documented in GVU-MTH-CSL-CUL-DIF

Parainfluenza virus by
Direct Immunofluorescence Test Imagen Parainfluenza 1, 2 and 3 immunofluorescence test kit
(Dako)

Respiratory syncytial virus by
Direct Immunofluorescence Test Imagen Respiratory Syncytial Virus (RSV)
(DakoCytomation)
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Annex 111

List of activities for which accreditation has been terminated

(Notification Letter 801P-14; Effective date of termination: 10 March 2014)

Virology Division, Public Health Laboratory Services Branch, Centre for Health Protection,

Department of Health

AN
)

A IR A 0 A T

CSL-EML: 9/F & 5/F Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, Hong Kong
BELFLRE 3 HHF 382 B 2EFLRBP L BET R
DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
3 ;fﬂ,ffwl,%‘. OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
RIF SR A0 FERBEE LR AR R R E Y

Clinical Viral identification from SARS Coronavirus by
Microbiology and |culture Indirect Immunofluorescence Test In house method as documented in
Infection GVU-MTH-CSL-CUL-VCL-COV

HEP Laboratory: 9/F Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, Hong Kong

AELWTL 5 B 382 B 22 LR S 4

Antigen detection

Hepatitis E virus antibody by
Immunoassay (Enzyme-based label) (1gG)

Hepatitis B virus antigen:
- HBeAg by

Immunoassay (Enzyme-based label)

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
3 ;fﬂ,ffwl,%‘. OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
EEY S B SN T FESETE Y E Ry Ry
Clinical Antibody detection Hepatitis B virus antibody:
Microbiology and [(Serology) - anti-HBs (Quantitative) by
Infection Immunoassay (Enzyme-based label) Abbott AxSym AUSAB

Bioelisa HEV 1gG
MPDiagnostics HEV IgG

Abbott AxSym HBe 2.0

HIV Laboratory:
REALIFERE 2

1
13

10/F Public Health Laboratory Centre, 382 Nam Cheog Street, Shek Kip Mei, Kowloon, Hong Kong

382 B sk fEdtenlY v

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
B ,fni;..; OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
ST I Rk HARIES R R S XY ¥

Clinical Antibody detection SARS Coronavirus antibody by

Microbiology and |(Serology) Indirect Immunofluorescence Test Method as documented in

Infection GVU-MTH-HIV-SER-COV-IFA-02 using in-house

prepared Coronavirus infected FRhK4 cell smear
Neutralisation Test Method as documented in GVU-MTH-HIV-COR-NEU




MOL Laboratory: 8/F Public Health Laboratory Centre, 382 Nam Cheong Street, Shek Kip Mei, Kowloon, Hong Kong
382 Lo X AR v M

AELTFERE 2

1

13
DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
3 ,FL#,';‘;_ OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
BEEF 4 ER RS T FEARBSE R PR AR R
Clinical Molecular diagnosis SARS Coronavirus RNA

Microbiology and
Infection

(Clinical specimens)

Viral typing with molecular

method

Detection by
Reverse Transcription Polymerase Chain
Reaction followed by Restriction
Fragment Length Polymorphism (RFLP)
of PCR product
Target region: Polymerase region

Poliovirus (intratypic differentiation) by
Reverse Transcription Polymerase Chain
Reaction
Target region: VVP1 gene

RT PCR followed by RFLP
Primer and test conditions: WHO web site for SARS
(Www.who.int/csr/sars)
RFLP: In house method as documented in
GVU--MTH-MOL-PCR-RNA-COR-RFL

CDC Sabin PCR Diagnostic Kit
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