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Matters related to 
Legislative Proposal
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 The consultancy study by the ECRI Institute 
on the control of use of selected medical 
devices in Hong Kong has been completed. 
The consultant’s recommendations and the 
finalised regulatory proposal of medical 
devices are scheduled to be reported at the 
Health Panel meeting of the LegCo on 16 
Jan 2017.
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MD Listing under MDACS 
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Result of Initial Screening
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MD Listing under MDACS 
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Change - Renewal of listed equipment 

implemented on 1 January 2017
 Mainly an administrative process, through provision of 

essential document ( business registration & etc)
 Involve a declaration on application details
 Need to submit the overdue change application within a 

short time period if applicable
 ‘Change’ will be handled separately and to be submitted 

when situation arise
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MD Listing under MDACS 
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This image cannot currently be displayed.
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MD Listing under MDACS 
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Possible change

Change in Importer requirement
 Evaluation of the capability of the medical devices 

manufacturer
 Evaluation of the safety, efficacy and quality of the 

medical devices to be imported 
 Incoming and outgoing goods inspection
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MD Listing under MDACS 

Possible change

Addition of intended use at website of MDCO. 

What is the limitation?:
 length
 style of writing
 promotion (world smallest)
 discrimination (replacing the previous) 
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Traders under MDACS 

Office Address
 Request for information on all relevant addresses of LRP 

is in progress
 Request for information on all relevant addresses of 

other traders will follow
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Thank you !


