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18-27 Pre-market control 

(applies to all medical 

devices) 

 

(Including: 

 Registration of 

medical devices 

by model 

 Registration / 

Licensing of 

traders  - 

including local 

manufacturers, 

authorised 

representatives, 

importers and 

distributors 

 Recognition of 

conformity 

assessment 

bodies 

 Appeal 

mechanism 

 Labelling 

requirements and 

control over 

advertisements) 

 

Following the risk-based 

approach, the Administration 

will not impose registration 

requirement on Class I 

general medical devices and 

Class A in vitro diagnostic 

medical devices 
(“IVDMDs”) due the low risk 

posed. 

 

For Class II-IV general 

medical devices and Class 

B-D IVDMDs, they are 

required to be registered with 

the Department of Health 

(“DH”) before they can be 

supplied to the market.  

 

According to the rules of the Global 

Harmonization Task Force, general 

medical devices are classified into 

four classes based on their risks 

(e.g. invasiveness, length of 

retention in body, location of 

implant, etc.) -  

 
 

For IVDMDs, they are also 

classified into four classes 

according to another set of 

classification rules with respect to 

their risks to individual users and 

the public as follows – 

 
 

28-29 Post-market control 

 Post-market 

surveillance 

system and 

adverse incident 

reporting 

(applies to all medical 

devices)  

 

Traders including authorised 

representatives, local 

manufacturers, importers and 

distributors of medical 

devices must be registered 

with or have obtained a 

licence from the DH before 

they can supply any medical 

devices in Hong Kong. 

 

30 

 
Use control 

(only applies to 

specific medical 

devices) 

 

The Administration will adopt 

a risk-based approach to 

impose use control on specific 

medical devices.  In this 

regard, we will not impose use 

control on medical devices 

with low risk in their use.  In 

addition, the proposed 

The external consultant 

commissioned by the Government 

recommended that the 20 types of 

specified medical devices should 

undergo use control assessment 

according to its clinical risk, 

regulatory requirements, knowledge 

and skills; and be assigned use 






