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The medical programme 

• First launched on 16 February 2004 
• Before 2004, no accreditation programme for 

medical laboratories, big laboratories sought 
overseas accreditation such as NATA or CAP 

• ISO 15189 Particular requirements for quality and 
competence of Medical Laboratories– accreditation 
criteria for medical laboratories first published in 
Dec 2003 

• HKAS’s programme - Voluntary 
• Accreditation service only for local medical 

laboratories 
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Scope of Accreditation 
Discipline  Test areas  Discipline  Test areas  

Anatomical pathology   
病 理 解 剖 學 

  * Autopsy   

* Histology   

* Cytology  

Haematology     
血 液 學 

* Complete blood picture  

* Coagulation   

* Special haematology   

* Blood banking     

Chemical pathology    
化 學 病 理 學 

    * General chemistry   

* Lipid profiles   

* Hormones   

* Enzymes   

* Drug of abuse testing   

* Therapeutic drug 
monitoring   
* Special chemistry  

* Tumour markers  

Microbiology       
微 生 物 學 

* Bacteriology   

* Virology   

       culture  

       serology  

* Mycology   

* Parasitology  

Medical  genetics             
醫學遺傳學  

* Molecular genetics   

* Cytogenetics 

 Immunology  
 免 疫 學 

* Immunochemistry  
* Autoantibody detection 
* Immune cell function 
and  enumeration 

 

  
  



What are the regulatory 
requirements for operating a 

medical laboratory in Hong Kong? 

 No regulatory requirement on the operation of a 
medical laboratory 

 Requires business registration and be a legal entity 
 Regulates the personnel working in a medical 

laboratory under the Supplementary Medical 
Professions Ordinance – (SMPO) 

 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 I registered medical technologists may 
work independently in a medical laboratory 

 Parts II and III have to work under supervision 
 There must be a Part I registered medical 

technologist on the Board of Directors of a medical 
laboratory 6 



ISO15189:2012 
Medical Laboratories -  
Requirements for quality and 
competence 
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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 ISO standard “ISO 
15189” – meet all management and technical 
requirements of ISO 15189 
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Sample scope to show pathologists 
indication 

PATHOLOGIST IN  
CHARGE OF THE  

ACCREDITED  
DISCIPLINE 

LABORATORY  
DIRECTOR 
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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 
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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;  
• Staff turnover rate;  
• Proficiency testing performance  
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Assessment team 

• HKAS officer – management system 
• Technical assessors – one pathologist 

and one scientist for each discipline 
• 2 days/discipline 
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Recruitment of assessors 

• Fellows of Hong Kong College of Pathologists 
• Experienced scientific officers and medical 

technologists 
• Up till Sep 2016, 72 pathologists and 80 

scientists/technologists are appointed as 
technical assessors for medical testing 
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Total number of medical laboratories 
accredited since 2004  
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Progress of the medical programme 
Nature of Institute Approx. No. of 

organisations 
Already accredited 

Pathology departments 
under Hospital Authority 
(including Red Cross) 

19 Hospitals HOKLAS  17 
NATA          2 
CAP           1 * 

Laboratories under Dept of 
Health 

5 Divisions/Services HOKLAS    5 

Private hospitals 12 Hospitals** NATA   1 
HOKLAS    4 

Commercial laboratories 
from yellow pages 

> 150 medical 
laboratories (including 

collection centres and X-ray 
laboratories) 

HOKLAS   16 
(include 22 laboratories and 29 
collection centres) 

Commercial laboratories 
that annual provide returns 
to DH 

40 HOKLAS  16 

* One hospital got both CAP and HOKLAS  
** including one private hospital soon to provide service; one stopped service from 2012 15 
 



Number and addresses of 
laboratories accredited 
under this registration 
number 

Collection centres covered 
under this accreditation will 
also be listed 
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The laboratory where 
the test is performed 
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Changes in the medical testing field 
after introduction of medical 

accreditation programme 
• More educational opportunities: No. of medical 

technologists eligible to be Laboratory Directors 
increased 

• More reference resources: As more laboratories 
become accredited, more technical criteria 
documents are available for reference 

• More platforms for information exchanges: Seminars 
for exchanges are being organised by HKAS 
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How are the accredited medical 
testing laboratories doing? 

Initial Assessment  Second Reassessment 

Grading Number NC per lab Grading Number NC per lab 
S 76 3.2  
M 295 10.4  
R 371 13.5  

S 18 0.7  
M 151 5.9  
R 169 6.6  

S: significant 
M: minor 
R: recommendation 

Performance comparison of 27 laboratories  
in  their initial assessment and in second reassessment 

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