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BackgroundBackground
No specific control or monitoring 
of medical devices before 2003
Consultation Document on 
Regulation of Medical Devices 
issued in July 2003
Discussion in LegCo Panel on 
Health Services in March 2004

Implementation of an 
administrative control system by 
phases (MDACS)
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Rationale of MDACSRationale of MDACS
On voluntary basis
In line with the Global Harmonization 
Task Force (GHTF) Recommendations
(http://www.ghtf.org)
Tailored to suit the local situation
No unnecessary burden to the trade and 
the government
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Scope of MDACSScope of MDACS

Listing of Classes II, III and IV medical 
devices
Medical Device Safety Alert System
Adverse Incident Reporting System
MDCO Webpage (www.mdco.gov.hk)
Recognition of Conformity Assessment 
Bodies 
Listing of Local Manufacturers
Listing of Importers (consultation in progress)
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Guidance DocumentsGuidance Documents
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Medical Device Listing ProcessMedical Device Listing Process

Manufacturer

Local 
Responsible 

Person

Designate

Medical Device 
Control Office

Apply

Listed Medical 
Device

Approve
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Certificate of ListingCertificate of Listing
Information on the certificate

Listing no. 
Make and model 
Device description 
Manufacturer and address 
Manufacturing sites 
Local Responsible Person
Date of issue
Date of expiry

��SAMPLE
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Progress of Medical Device ListingProgress of Medical Device Listing

Commencement
Class IV: Nov 2004
Classes II/III: Nov 2005

Applications received:
222 (until 23 Apr 2007)
Applications approved:
47 (until 23 Apr 2007)
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Medical Device Safety Alert SystemMedical Device Safety Alert System

Sources of safety information
GHTF National Competent Authority Report 
Exchange Program (NCAR Program)
Overseas authorities (e.g. FDA, MHRA & 
Health Canada)
Local Responsible Persons
Device suppliers and manufacturers
Hospitals and healthcare institutions
News media…
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Classes of Safety AlertsClasses of Safety Alerts
Classes of safety alerts 

Class 1: reasonable chance will cause serious 
health problems or death

Urgent safety alert
Class 2: possibility will cause temporary or 
reversible health problem

Monthly summary
Class 3: little chance will cause health 
problems

No action



12

Safety Alerts (1.1.~ 31.12.2006 )Safety Alerts (1.1.~ 31.12.2006 )

Alerts screened�907
Affected devices sold in HK�154

Class 1:  54 cases
Class 2:  100 cases
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Urgent Safety Alert EmailsUrgent Safety Alert Emails
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Urgent Safety AlertsUrgent Safety Alerts
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Monthly Summary of Safety AlertsMonthly Summary of Safety Alerts
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