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Pre-market Control

To ensure medical devices conform with the requirements on safety, quality, 
performance and efficacy before allowing them to be placed on the market

Post-market Control

To enable swift control measures against defective or unsafe medical devices

Use Control

To restrict the use of specific medical devices to specified personnel
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Key features

Pre-market and Post-market Control

Not including “Use Control”

Adjusting documentary evidence for Registration of medical devices

Introducing a Transitional Listing System for medical devices
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Pre-market Control 
Product registration (except for low risk devices (e.g. bandage) and exempted devices) 
or listing

Trader registration and licensing (authorised representatives (AR), local manufacturers, 
importers and distributors)

Validity period for device registration/listing extends to 5 years

Post-market Control 
Post-market surveillance system (e.g. product recall)

( )
Adverse incident reporting

Supply of medical devices manufactured / imported before the commencement of the 
proposed legislation will not be affected until the end of the grace period

/
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The proposed regulatory regime will not include “Use Control” of specific 
medical devices

Other key jurisdictions: Use control of medical devices regulated by means other
than legislation for medical devices
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Original Proposal

Marketing approvals from 5 Global Harmonisation Task Force (GHTF) 
founding members: Australia, Canada, EU, Japan and the US accepted; or

Conformity Assessment Bodies (CAB) certificates accepted

Refined Proposal

In addition to the above, accept marketing approvals from Mainland China 
and South Korea in the initial phase (no CAB certificate is required)
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Medical devices falling short of registration requirements can be “listed” under 
the “Listing System”

Active Class II or III non-invasive general medical device which may be used for 
modifying the anatomy or physiological process of skin of a person to enhance 
physical appearance

Used by beauty industry or members of the public for self-use

Limit the transitional period to five years (i.e. beyond the five-year 
transitional window, Government will not allow new applications for devices to 
be listed)

8




