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Matters related to 
Legislative Proposal

2

 A refined legislative proposal on regulation of medical devices 
was discussed in meeting of the LegCo Panel on Health 
Services on 16 July 2018.

 Support letters for the proposal were received from various 
organisations while the disappointment on the removal of 
“Use Control” from some LegCo members was noted.

 Stakeholders will be engaged in finalising details of the 
legislative proposal while the Medical Devices Bill based on 
the refined proposal is being worked on, aiming to be 
introduced to the LegCo in the coming legislative session. 
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Listing application of medical 
devices under the MDACS 
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A trial to study the feasibility for LRP to demonstrate 
their medical devices conform to the “Essential 
Principles of Safety and Performance of Medical Devices” 
(Technical Reference: TR-004) by presenting valid 
marketing approvals obtained from the China Food and 
Drug Administration, as satisfying the conformity 
assessment requirements of the MDACS. 

From 1 June 2018 to 30 September 2018 
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Revised GN-07 
(Guidance Notes for Listing of Importers of 

Medical Devices) 
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All applications received on or after 1 June 2018 
must be completed with the revised application form

Existing Importers are required to submit supplement  
information to demonstrate their compliance to the 
new requirements before 1 June 2019 
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Notice to local manufacturers in applying for 
medical device registration in Mainland China 
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CFDA now recognizes the following two certificates as 
equivalent to the “marketing approval” obtained from 
the place of origin of the device, may use as one of the 
supporting documents in applying for medical device 
registration in Mainland China: 

1.“Certificate of Listing” of medical devices under the 
Medical Device Administrative Control System (MDACS) 
with legal manufacturers in Hong Kong;
2.“Certificate to CFDA” (for devices outside the scope of 
the MDACS). 
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Trial Scheme for Provisional Approval of  
Class II/III/IV Medical Device Listing Applications

6

 No safety issues associated with the device globally 
 Two or more independent regulatory agencies’ approval 

have been obtained out of the 5 GHTF founding 
countries

 Dual track application system
 The applicant shall respond to any issues raised by 

using the application dossier submitted, without 
supplementary submissions

 All issues raised should be effectively addressed to 
satisfaction of MDCO within the date specified

 Listing would be revoked
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Obligations of LRP
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COP – 01 
Code of Practice for Local Responsible Persons

 Hub of communication
 Operating procedures
 Responsibilities in respect of advertisements
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Obligations of LRP

9

COP – 01 
Code of Practice for Local Responsible Persons

 Updating of contacts
 Submission of applications
 Hub of information
 Alerting / updating MDCO on equipment information 

and regulating situations around the world
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Change in MD Listing
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1.New renewal process (wef 1.1.2017)

 Provide essential document (mainly business 
registration cert) 
 Active safety cases
 Change since last approval

 Submit the change application within 10 days
 Change application will be handled separately
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Change in MD Listing
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1.New renewal process (wef 
1.1.2017)
 Involve a declaration on 

application form
 Same as last approved version
 Does not imply the approval of 

change application in progress
 Revision number on certificate 

of listing
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Change in MD Listing
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2. Revised change application form (wef 2017 
Mar)

 Change of legal manufacturer  considered as a new 
device  submit new application

 provide old / existing listing number  facilitate the vetting 
process

 Change in address, phone no. and contact point of 
manufacturer  change
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Possible change in MDACS 

14

Addition of intended use on MDCO website

 Limitation on the wording
 length
 style of writing (e.g. repetitive wording)
 advertisement (e.g. smallest in the world)
 avoid comparison (e.g. replacing other technology) 
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Possible change in MDACS 
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• GN for LRP?

• Updating of issued documents



www.mdco.gov.hk 16

Thank you !
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