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The medical programme

* First launched on 16 February 2004

e Before 2004, no accreditation programme for
medical laboratories, big laboratories sought
overseas accreditation such as NATA or CAP

E * |SO 15189 Particular requirements for quality and
.-,E'E(-*.f.._-.-_.-, competence of Medical Laboratories— accreditation
. criteria for medical laboratories first published in
GHA Dec 2003

.

-l * HKAS'’s programme - Voluntary

* Accreditation service only for local medical
laboratories
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Scope of Accreditation

HIKILAS
Discipline Test areas Discipline Test areas
Anatomical pathology * Autopsy Haematology * Complete blood picture
5 B fi ) 22 * Histology 1% £ * Coagulation
* Cytology * Special haematology
* Blood banking
| Chemical pathology * General chemistry Microbiology * Bacteriology
b 22 i B & * Lipid profiles WA V)2 * Virology
* Hormones culture
* Enzymes serology
* Drug of abuse testing * Mycology
* Therapeutic drug * Parasitology
monitoring
* Special chemistry Medical genetics * Molecular genetics
* Tumour markers EEES * Cytogenetics
Immunology * Immunochemistry
R %2 * Autoantibody detection

* Immune cell function
and enumeration
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RS What are the regulatory
requirements for operating a

medical laboratory in Hong Kong?

® No regulatory requirement on the operation of a
medical laboratory

B Requires business registration and be a legal entity

4 ns B Regulates the personnel working in a medical
laboratory under the Supplementary Medical
s Professions Ordinance — (SMPO)

s B Accreditation is voluntary
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SMPO (CAP 359)

Starting from early 1990s, all medical laboratory
technologists have to be registered with the Medical
Laboratory Technologists Board (MLT Board) under
Department of Health

Medical technologists are registered under three
parts

Only Part | registered medical technologists may
work independently in a medical laboratory

Parts Il and Il have to work under supervision

There must be a Part | registered medical
technologist on the Board of Directors of a medical
laboratory 5
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1SO15189:2012

Medical Laboratories -

Requirements for quality and
competence
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HOKLAS Policies laid down
local requirements for personnel
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Categories of accredited laboratories

* Categorised into “P” and “S” laboratories according
to the whether the Laboratory Director is a
Pathologist or a Scientist

* Both accredited to the same |SO standard “1SO
15189 — meet all management and technical
requirements of ISO 15189
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Sample scope to show pathologists
Indication

LABORATORY

DIRECTOR

PATHOLOGIST IN
CHARGE OF THE
ACCREDITED
DISCIPLINE

ADDRESS 3 5t

LABORATORY
DIRECTOR

i E #

AUTHORISED
EEPRESENTATIVE

FERRA

ENQUIRY
E2]

CLIENTELE

PATHOLOGIST IN
CHARGE OF THE
ACCREDITED

DISCTPLINE

SRHEL

BT R

Aceredited Discipline
BITE%

Aceredited Test Category

Registration Number: 833P
Page 1 of 17

9 March 2011

Ref: 833P-01

Department of Pathology, Kwong Wah Hospital, Hospital Authority
B K EBraE

¥ Chum Eeung Memaorial Medical Centre, Ewong Wah Hospital, 25 Waterloo Road,

Eowloon, Hong Kong

FAARRITEELE FERRFRELLERT <

@®  Anatomical Pathology Laboratary, 1F and /F, Y Chun Eeung Memorial Medical Centre

(i)  Care Chemical Pathelogy & Haematology Labaratary, 5/F. ¥ Chim Eemmz Memarial Medical
Centre

(i) wmmgammwmmmmmmumu

() Mndndngy[ﬂumy. T/F. Yu Chun Esmg Memorial Medical Centre
(L] Myrobactenology Laboratory, 9°F, T Chun Eeung Memerial Medical Centre

: Pathologist Director £ 3 # ¥ 4:

Dr Hui Pak Ewan
Linctoh E3
MBBS, FE.CFath  FEECPuth, FHEAM (Pathology)

LE S

: M. Chan Ein Ping

L E ST

Tel wis 35172466

Fax. " 23854514

E-mail L 3 chankp(iha ore bk

: Public and private hospitals and clinies

AR AR BB

Anstomical Pathology ##] % 2 %
Dr Mak Kong Ling (Full-time &%)

Climical Microbiology and Infection B # 4 44 & (8 ¥ %
Dr. Tse Wing Sze Cindy (Fulltime &%)

SCOPE OF ACCREDITATION #T &8:

Medical Testing

B R

Anatomical Pathology LESES: £ 3

Chemical Pathology LERRE

Clinical Microbiology and Infection EEEt HELA RS
Haamatwlogy oo

Medical Genetics BEANE
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Approved Signatories

Specified tests requiring clinical input
from qualified pathologists are listed In
respective supplementary criteria of the
discipline — only qualified pathologists in
the relevant pathology discipline can be
signatories of these tests

10
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Assessment Frequency
Monitoring Plans

Three types of monitoring plans

* Plan A —reassessment every 2 years; surveillance
every12 m

* Plan B —reassessment every 3 years; surveillance
every 12 m

* Plan C - reassessment every 4 years; surveillance
every 16 m

Prerequisite for application

* No. of significant system NC;

* Percentage of activities having no significant NCs;
e Staff turnover rate;

* Proficiency testing performance

11



Assessment team

* HKAS officer — management system

* Technical assessors — one pathologist
and one scientist for each discipline

e 2 days/discipline
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Recruitment of assessors

* Fellows of Hong Kong College of Pathologists
* EXxperienced scientific officers and medical
technologists

 Up till Sep 2016, 72 pathologists and 80
scientists/technologists are appointed as
technical assessors for medical testing

13
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Total number of medical laboratories
accredited since 2004

120

100

No. of laboratories accredited

M Mo. of labaoratories accredited

2004,/05 2005,06 2006/07 2007,/08 2008,/092009,/102010/112011/12 2012,/132013/142014/15 2015/16

14
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Progress of the medical programme

n 6 Nature of Institute Approx. No. of Already accredited
organisations
HOKLAS
Pathology departments 19 Hospitals HOKLAS 17
under Hospital Authority NATA 2
(including Red Cross) CAP 1 *
Laboratories under Dept of 5 Divisions/Services | HOKLAS 5
Health
Private hospitals 12 Hospitals** NATA 1
A HOKLAS 4
Commercial laboratories > 150 medical HOKLAS 16
2 from yellow pages laboratories (including (include 22 laboratories and 29
collection centres and X-ray | collection centres)
laboratories)
Commercial laboratories 40 HOKLAS 16
that annual provide returns
to DH
HILUAS « one hospital got both CAP and HOKLAS

*

* including one private hospital soon to provide service; one stopped service from 2012




ADDEESS # 4
Main faciliny-

Branch faciliry:

LABORATORY
DIRECTOR
felersE #

AUTHORISED
REPRESENTATIVE

2ERL

ENQUIEY
£w

CLIENTELE
BENE

PATHOLOGIST IN
CHARGE OF THE
ACCEEDITED
DISCIPLINE

T R ot

1HEL

Department of Pathology, Alice Ho Mm Ling Nethersole Hospital (AHNH), Hospital
Anthority
EEian - RRAAERTLEER - STH

Fegiztraton Mumbser 305P
Page ] of 31
5 Febmary 2010

Bef: B0O8E-11

I/F Block C, 11, Cimsn On Boad, Tad Po, New Tamitonies

FRNNANFTN 1L RCHE ¥

(3] Azsliosical Pathology Lalxrualory

=) Chesical Patbodiogy Lalumalory

=) Clnical Mol oy anml halosbos Liboratony
(53] Hacsmatukogy Lalsoaliny szl Blissd Bazk

iwli Erscgency L alsmuliny

L'F, Morth District Hespital, ? Po Kin Koad, Shewng Shmi
FRNNE AL RLEEM

iE) Azslinsical Pathaligy [abueulory

., Hong Eong :

Number and addresses of
laboratories accredited
under this registration
number

- Pathologizt Director 35 3 & E § -

Dr. SUEN Wang Ming, Michasl
JEEmE

RECHE BADMLIT), Mas, FRCPath, MIAC, FHEAM (Fak) FHKCFuh

= Ms. CHEUMG Mo Fong, Candy

SCOPE OF ACCEEDITATION 5 T RH:

Accredited Dizciplime

T RS

Melierbical Genclics (B e T g

Collection centres covered
under this accreditation will
also be listed

LR R L
= Ms. CHEUMG Mo Fong, Candy
LR R L
Tel i - DEES 1554
Fax. L3} : T664 1515
E-mmail L - shauzgmicJRa orphk
- Public hospitals
it
- Anatopsical Pathology 88 & 0 8
Dz SUEN Wang Ming, Mickaal RENEL (Full-time  §-MK)
Clinical Mirmbiclogy and Infaction i G & #9858 &
Dr CHOW Chi Ying mMIigHs {Consukting 44
Chemical Pathology . 4 &7 4
Dr. CHAN Fo Ming. Michac] LET] £ (Consalting 5 1)
Hamatology &% #
Dr. LEUMG Fung Shon Exée EN=E1 {Conmking # 14
Anworreeall Pathokogy CECE N R Chermcal Pathoikegy EFany
Clim] Misubiolyy mnd nfodon AEES HFLBE & Hacomolgy i

16



The | aboratory where Registration Number 808P

. Page 10 of 31
the test is performed 5 February 2010

Ref: 808P-11

)
[y
HOQLAS 805 P
MED

Depar tment of PdthOlOg), Alice

LIS
ﬁ.,\ =g e )

u Ling Nethersole Hospital (AHNH), Hospital Authority
<z Ju 1P A

Chemical Pathology Laboratory:  1/F Bloc C 11 Chuen On Road, Tai Po, New Territories, HK.
F AR 2% —9, C E—iE

)I-}L\

DISCIPLINE TEST AREA SPECIFIC EXAMINATIONS OR METHOD
LA OR SAMPLE TYPE PROPERTIES MEASURED OR TECHNIQUE USED
B E R A A 45 A2 E R A ik R E R 3

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

Chemical Pathology|General chemistry

Plasma. Body fluid Alanine transaminase (ALT) by Cobas 6000 ALT Assay
Spectrophotometry
Albumin by Cobas 6000 Albumin Assay
Spectrophotometry

17



HISE Changes in the medical testing field
after introduction of medical

L.
accreditation programme
* More educational opportunities: No. of medical
technologists eligible to be Laboratory Directors
Increased
* More reference resources:. As more laboratories
HOKIEAS become accredited, more technical criteria
8 documents are available for reference
WHAS e More platforms for information exchanges: Seminars
o for exchanges are being organised by HKAS

18
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RS How are the accredited medical

. . .
testing laboratories doing?
Performance comparison of 27 laboratories
In their initial assessment and in second reassessment
- Grading  Number NC per la Grading  Number C per la
FLKIEH S 76 3.2 S 18 0.7
1 iy M 295 10.4 M 151 5.9
RKIAS R 371 13.5 R 169 6.6
[ 8
_LAs
R S: significant
P M: minor

R: recommendation

Bella Ho, Eric Ho. The most common nonconformities encountered during the assessments of medical
H KILAS laboratories in Hong Kong using 1ISO 15189 as accreditation criteria. Biochemia Medica 2012;22(2):247-57.
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How are the accredited medical

100

90 -
80 -

Laboratory (26)

testing laboratories doing?

m 2011
m 2012
= 2013
m 2014
w2015

<95

95-98 >98

Satisfactory Proficiency Testing Performance (26)
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Thank youl!

21



	H1
	Accreditation Service  for Medical Laboratories 
	Content 
	The medical programme 
	Scope of Accreditation 
	What are the regulatory requirements for operating a medical laboratory in Hong Kong? 
	SMPO (CAP 359) 
	ISO15189:2012 
	Categories of accredited laboratories 
	Sample scope to show pathologists indication 
	Approved Signatories 
	Assessment Frequency Monitoring Plans  
	Assessment team 
	Recruitment of assessors 
	Total number of medical laboratories accredited since 2004  
	Progress of the medical programme 
	Changes in the medical testing field after introduction of medical accreditation programme 
	How are the accredited medical testing laboratories doing? 
	How are the accredited medical testing laboratories doing? 

	H2
	Three types of monitoring plans 
	Prerequisite for application 

	Figure
	1 
	Figure
	Figure
	Figure
	Figure
	Figure
	Figure
	Figure
	Figure
	0%10%20%30%40%50%60%70%80%90%100%<9595-98>9820112012201320142015100 90 80 70 60 50 40 30 20 10 0 Laboratory (%) 

	Table
	Discipline  
	Nature of Institute 
	Initial Assessment  


