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Regulation of Medical Devices in Hong Kong 
Recent Progress 

 
 
 This paper aims to inform Members of the recent progress on 
regulatory control of medical devices. 
 
Background 
 
2. Currently, there is no specific legislation to regulate the import, 
distribution, sale or use of medical devices in Hong Kong except for those 
devices which contain pharmaceutical products or emit ionising radiation1.  In 
early 2003, the Administration announced that a regulatory framework on the 
supply and use of medical devices would be developed.  The objective was to 
protect public health while ensuring our community’s continued access to the 
benefits of new technologies. 
 
3. Following a public consultation exercise in 2003, and having consulted 
the Panel on Health Services in 2004 (a copy of the relevant paper at Annex), 
the Administration developed a voluntary Medical Device Administrative 
Control System (MDACS).   
 
Progress 
 
4. The MDACS, which operates on the basis of the guideline developed in 
consultation with the relevant stakeholders, formally commenced in November 
2004.  Following the recommendations of the Global Harmonisation Task 
Force (GHTF)2, control for the medical devices will be classified into four 
classes based on their risk levels.  The scope of control will consist of three 
parts: pre-market control through listing of products and traders, post-market 
control through establishing an adverse incident reporting system, and control 
on the use and operation of selected medical devices.  To introduce pre-market 
control, manufacturers and importers of medical devices are invited to list their 

                                                 
1 Devices which contain pharmaceutical products or emit ionising radiation are respectively regulated under the 
Pharmacy and Poisons Ordinance (Cap. 138) and the Radiation Ordinance (Cap. 303). 
2 This is an international taskforce formed by representatives from regulatory authorities and medical devices 
industries from around the world. 
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products, starting with Class IV devices, i.e. those with highest risks3.    The 
listing arrangement is a transparency measure allowing consumers to make 
reference to the list where necessary.  Guidance notes and briefing sessions 
have been provided to relevant traders to familiarize them with the scheme.   
 
5. As at end May 2005, DH has received some 110 enquiries about the 
MDACS and seven applications for listing of medical devices.  Of the latter, 
two devices have already been listed, while the remaining five are being 
processed.  With the System launched only in late last year, many of the 
stakeholders are still learning the operation of the System, and we expect the 
number of listed devices would increase gradually after the trade becomes more 
familiarized with the System.  DH will continue to organize workshops to brief 
traders on the System and to assist them in preparing listing applications.  The 
list of listed medical devices has been uploaded onto a designated website for 
public’s reference.   
 
6. The DH has also set up a Working Group in June 2004 to devise 
measures to strengthen the control on the use of selected high-risk medical 
devices like Intense Pulsed-Light (IPL) and to facilitate the continued use of 
such devices by operators with no medical training.  The Working Group 
comprises representatives from the DH, Education and Manpower Bureau, 
Consumer Council, Vocational Training Centre (VTC), and doctors and 
beauticians.  The Working Group agreed that an examination should be 
developed by VTC to provide an avenue for IPL operators, including 
beauticians, to obtain accreditation.  Operators will be regarded as trained 
practitioners if they pass the examination, and certificates will be granted to 
them.  Veteran practitioners may opt for sitting for the examination directly.  
The ultimate objective is to ensure that IPL operators would have received some 
forms of training and to enhance better consumer protection.  VTC is 
developing the syllabus for reference of prospective students and training 
institutions interested in organizing such training courses.  The first 
examination is expected to be held within this year.   
 
7. Regarding post-market control, two systems have been introduced as 
part of the MDACS.  They are the Safety Alert and Recall System and the 
Adverse Incident Reporting System.  The Safety Alert and Recall System, 
launched in January 2005, is a system through which DH maintains surveillance 
on safety alerts and recall notices issued by overseas authorities or 
manufacturers and alert the relevant parties in Hong Kong.  So far there were 

                                                 
3 Based on their risk to patients and users, medical devices are classified into four classes as recommended by 
GHTF, with Class I being the groups of devices with lowest risks and Class IV the highest.  The level of 
control of the devices are based on their classification.  Examples of Class IV devices include heart valve and 
implantable pacemaker.  Examples of Class I devices include tongue depressor and walking aid. 
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two incidents for which DH issued public alerts.  The first incident happened 
in April this year and was related to a random measurement unit error of a blood 
glucose testing machine used by patients with diabetes.  The second incident 
was related to a worldwide recall of certain implantable cardiac defibrillators 
issued by a foreign company in mid June.  In both cases, DH issued alerts to 
concerned parties, such as Hospital Authority, private hospitals, nursing homes, 
professional medical associations and relevant patients’ groups, for them to take 
appropriate action.  As regards the Adverse Incident Reporting System, DH 
has not received any local report of adverse incident since its launch.   
 
Way forward 
 
8. Publicity programmes are also in hand to promote public awareness of 
the listing system.  These programmes include the launching of a thematic 
website providing educational materials about the MDACS, and the issue of fact 
sheets, leaflets and promotional articles.  We will also organize seminars on 
various topics to the general public as well as healthcare staff working in private 
hospitals and elderly homes. When the certifying examinations are ready, we 
will also educate the public to identify properly trained beauty personnel who 
are certified to provide IPL service. 
 
9. DH is in the preparatory stage of drawing up guidance notes and 
holding briefing sessions for the listing of Class II and III devices which shall 
take place from early 2006 onwards. 
 
 
 
Department of Health 
June 2005 
 
 
 
























