
    

 
    

Training on 
Medical Device Information System (MDIS) 

PART II: APPLICATION FOR LISTING 



  

Agenda 
1) Functionalities in Trader User Interface 

2) Functionalities in Individual User Interface 

➢ General functions 

➢ Submit MD applications 

➢ Submit Trader applications 

➢ Submit CAB applications 

➢ Submit NMPA applications 

➢ Other application-related matters 

3) Enquiry and Support 

(LAST UPDATED ON 24 MARCH 2025) 



    1) Functionalities in Trader User Interface 



    

    

 
 

 

 

 

Trader User – To-Do Overview 

The dashboard provides an overview on application status and statistics 

Account Name and 
Last Login Time Modules available 

for Trader 

Click to view 
details 

Notifications inbox 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

 

 

    Trader User – To-Do Overview 

Bulk 
selection 
for export 

Link to external Q&A 
page for clarification 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

    Trader User – To-Do Overview 

(LAST UPDATED ON 26 SEPTEMBER 2024) 

Switch  between  
Pre/Post--market



   

 

    Trader User – To-Do Overview 

Filters can be applied for 
sorting submissions 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



        

 

Trader User – User Account Management – Reset Password 

Reset Password 

Confirm 

(LAST UPDATED ON 15 APRIL 2024) 



     

    

   

 

Trader User – User Account Management 

View the Account Information, Role, and 
Individual Accounts under the Trader 

Please approach Medical Device Division for any 
update in account information 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

     
 

 

        Trader User – User Account Management – Upload BR 
To maintain account operation, you would need to upload latest BR regularly. 
1. Select “User Account” > “Account Information” 
2. Click “Update Trader Information” 
3. Upload BR file (The Business Registration Number and Expiry Date will be automatically 

recognized and filled. Validation check applies to the expiry date) 
4. Click “Submit” to complete upload 

1 

2 

3 

4 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



Trader User – User Account Management 

View the Role and Individual Accounts 
under the Trader 

The approved 
role is displayed 
under Role tab 

(LAST UPDATED ON 26 SEPTEMBER 2024) 

     

 

 
 

 



         

  

 
 

 

Trader User – User Account Management – Add Individual 
Accounts 

Press Add to add 
individual account 

View individual 
accounts 

Press Add after filling 
in all Mandatory 
information 

(LAST UPDATED ON 15 APRIL 2024) 



        

 
  

  

 

Trader User – User Account Management – Case Reassign 

Expand by pressing the "+" 
sign, to Reassign case or 
Delink iAM Smart (if any) 

View individual 
accounts 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



          

 
 

 
  

 

  

-

Trader User – User Account Management – Case Reassign 
(Cont.) 

Only responsible Individual accounts can submit change / renewal / delist applications for their 
assigned application numbers 

Confirm reassignment 

Select Module for 
reassignment and pick 
the applications and to 
be assigned role 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



         

 

Trader User – User Account Management – Edit account 
information 

Press "Edit" to 
edit the account 
information 

Press "Save" 
after editing 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



         
 

 

 

Trader User – User Account Management – Edit account 
information (Cont.) 

Check this box to Receive 
Trader Account 
Notification, 
afterwards notification 
email to Trader will be 
sent to Individual Users 
as well 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



         

 

 

Trader User – User Account Management – Delink iAM 
Smart 

Delink iAM Smart from the 
account 

View individual 
accounts 

(LAST UPDATED ON 15 APRIL 2024) 



    2) Functionalities in Individual User Interface 



    

 

Functionalities in Individual User Interface 
➢ General functions 

➢ User Account Management 
➢ To-Do Overview 
➢ Medical Device Overview / Searching 
➢ Trader Overview / Searching 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       

 

Individual Users – User Account Management – Reset 
Password 

Reset 
Password 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



    

 

 

Individual Users – User Account Management 

Delink iAM 
Smart 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



    

 

 
  

 

 

 

Individual Users – To-Do Overview 
The To-Do list provides an overview of the tasks requiring further actions (e.g. pending for 

Overview on the status 
of the application 

Click to view 
details of the 
application 

Bulk selection 
and apply 

actions 

submission) 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



   

 

    Individual Users – To-Do Overview 

Filters can be applied for 
sorting submissions 

(LAST UPDATED ON 15 APRIL 2024) 



 

    Individual Users – To-Do Overview 

(LAST UPDATED ON 15 APRIL 2024) 

Switch  to Post--market 
cases



       

  

 
 

 

 

 

Individual Users – Medical Device Overview / Searching 

Click to switch 
between 
modules 

Click "Search" 
to find 

submitted 
applications 

Select 
application type Enter search 

criteria 

(LAST UPDATED ON 15 APRIL 2024) 



       

 

 

Individual Users – Medical Device Overview / Searching 

Select application type for 
different filters 

(LAST UPDATED ON 15 APRIL 2024) 



 

 
 

 

  

 

      Individual Users – Trader Overview / Searching 

Enter search criteria to 
filter the result 

Click "Search" 
to find 

submitted 
applications 

Click to switch 
between 
modules 

(LAST UPDATED ON 15 APRIL 2024) 



  
 

      

 

Individual Users – Trader Overview / Searching 

Click on another tab to 
search for Inspection 

(LAST UPDATED ON 15 APRIL 2024) 



    

 

 

Functionalities in Individual User Interface 
➢ Submit MD Application 

➢ New Application 
➢ Change Application 
➢ Renewal Application 
➢ Delist Application 
➢ Taking Over Application 

(LAST UPDATED ON 10 APRIL 2025) 



       
   

 

 
  

 

  

 
  
 
  
   

Individual User – Submit MD Application – 
Preparation of application documents 
➢ Requirements, application procedures, guidance for completing the 

application form and information required for application for listing 
of MDs, you may refer to: 
➢ the Guidance Notes for Listing Class II/III/IV Medical Devices (GN-02) 
➢ the Guidance Notes for Listing Class B/C/D In Vitro Diagnostic Medical 

Device (GN-06) 
➢ Application Forms: MD101 (GMD) / MD102 (IVDMD) 

➢ Part A: Particulars of Manufacturer 
➢ Part B: Particulars of Local Responsible Person 
➢ Part C: Particulars of the Device 
➢ Part D: Marketing Approvals and Essential Principles 
➢ Part E: Intention to join the Expedited Approval Scheme 
➢ Declaration 
➢ PICS 

(LAST UPDATED ON 16 DECEMBER 2024) 



  
   

       
   

 

-

Individual User – Submit MD Application – 
New Application (P. 1-17) 

Create New Application 
(Click to expand the drop 

down menu and select 
the application type) 

(LAST UPDATED ON 15 APRIL 2024) 



 

  
  

  

       
    

Individual User – Submit MD Application – 
New Application (MD101) (P. 2-17) 

The form is divided 
into different parts 

Click “Submit” to apply form validation 
checking on all form parts and submit 

Save as 
draft 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



  
 

 

 
    

       
    

-

Individual User – Submit MD Application – 
New Application (MD101) (P. 3-17) 

Part B Particulars of Local 
Responsible Person (LRP) 

Company information available in 
account information have been prefilled 
in Part B 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



   

 

       
    

-

Individual User – Submit MD Application – 
New Application (MD101) (P. 4-17) 

Part C - Particulars of the Device

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

       
    

Individual User – Submit MD Application – 
New Application (MD101) (P. 5-17) 

(LAST UPDATED ON 15 APRIL 2024) 

Part D -- Marketing Approvals and  
Essential Principles



 
 

 

 

       
    

-

-

Individual User – Submit MD Application – 
New Application (MD101) (P. 6-17) 

Part E Intention to join the 
Expedited Approval Scheme 

Check to opt out 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 
 

 

       
    

Individual User – Submit MD Application – 
New Application (MD101) (P. 7-17) 

Declaration 

Check to 
acknowledge 

the declaration 

(LAST UPDATED ON 15 APRIL 2024) 



  

 

 

       
    

Individual User – Submit MD Application – 
New Application (MD101) (P. 8-17) 

Scroll down to check the box 

Personal Data Ordinance Statement 
of Purposes Declaration 

(LAST UPDATED ON 15 APRIL 2024) 



 

  
 

 
 

       
    

  
 

 
  

Individual User – Submit MD Application – 
New Application (MD101) (P. 9-17) 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10250> 

The new application will be sent for MDD 
screening, followed by vetting and approval. 

Submit for validation check 

Save for future 
edit (LAST UPDATED ON 15 APRIL 2024) 

System will prompt if there 
are missing fields 



 

  
 

  

       
    

Individual User – Submit MD Application – 
New Application (MD102) (P. 10-17) 

Click “Submit” to apply form 
validation checking and submit 

The form is divided 
into different parts 

Save as 
draft 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



  
 

 

 
  

       
    

-

Individual User – Submit MD Application – 
New Application (MD102) (P. 11-17) 

Part B - Particulars of Local
Responsible Person (LRP) 

Company information available in 
account information have been prefilled 
in Part B 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



  

 

       
    

-

Individual User – Submit MD Application – 
New Application (MD102) (P. 12-17) 

Part C - Particulars of the Device

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

 

       
    

-

Individual User – Submit MD Application – 
New Application (MD102) (P. 13-17) 

Part D - Marketing Approvals and
Essential Principles 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

 

       
    

-

Individual User – Submit MD Application – 
New Application (MD102) (P. 14-17) 

Check to opt-out

(LAST UPDATED ON 26 SEPTEMBER 2024) 

Part E -- Intention to join  the 
Expedited  Approval Scheme



 

 

       
    

Individual User – Submit MD Application – 
New Application (MD102) (P. 15-17) 

Declaration 

Check to 
acknowledge 

the declaration 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

 

       
    

  

Individual User – Submit MD Application – 
New Application (MD102) (P. 16-17) 

Personal Data Ordinance Statement 
of Purposes Declaration 

Scroll down to check the box 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

  
 

 

 

       
    

  

 
  

Individual User – Submit MD Application – 
New Application (MD102) (P. 17-17) 

Submit for 
validation check 

Save for 
future edit 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10250> 

The new application will be sent for MDD 
screening, followed by vetting and approval. 

System will prompt if there 
are missing fields 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       
   

  

 

         
       
     

 

Note: You can only perform the change of your 
application when the application status is "Application 
Approved" or "Application Approved with Conditions". 

1 

3 

2 

Individual User – Submit MD Application – 
Change Application (P. 1-6) 
1. After logging into the MDIS System, click “Medical Device” to view or update applications 

of your individual account. 
2. Select “MD Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Change” 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       
   

  

 
  

          

 

Individual User – Submit MD Application – 
Change Application (P. 2-6) 
In the “Change Application Form for Listed Medical Devices”, input the item(s) you would like 
to change in the "Form" tab. 

Indicate “Major Change” or “Minor Change”. 
MDD will check for compliance with description. 

Please read the points before filling in the change application form 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       
   

  

    

  

 
  

 

Individual User – Submit MD Application – 
Change Application (P. 3-6) 
Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the 
application. 

Scroll down to check the PICS 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10250> 

The change application will be sent for MDD 
screening, followed by vetting and approval. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       
     

  

   
    

   

-

Individual User – Submit MD Application – 
Change Application (Batch submission) (P. 4-6) 

(Click to expand the drop down 
menu and select the application 

type “Batch Submission for 
Change Form”) 

(LAST UPDATED ON 24 MARCH 2025) 



       
     

  

  

Individual User – Submit MD Application – 
Change Application (Batch submission) (P. 5-6) 
In the “Batch Submission for Change Form”, input the item(s) you would like to change in the 
"Form" tab. 

(LAST UPDATED ON 24 MARCH 2025) 



       
     

  

    

  

  

 

 
  

Individual User – Submit MD Application – 
Change Application (Batch submission) (P. 6-6) 
Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the 
application. 

(LAST UPDATED ON 24 MARCH 2025) 

Scroll down to check the PICS 

A confirmation pop-up window will display the 
application numbers upon successful submission. 

Example: Application sent <MDA2025-S10251, 
MDA2025-S10252, …> 

The change application will be sent for MDD 
screening, followed by vetting and approval. 



       
   

  

 

          
    

  

Individual User – Submit MD Application – 
Renewal Application (P. 1-2) 
1. After logging into the MDIS System, click “Medical Device” to view or update applications 

of your individual account. 
2. Select “MD Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Renewal” 

Note: You can only renew your application when the Listing 
expiry is within 1 year 

1 

2 

3 

(LAST UPDATED ON JULY 2024) 



       
   

 

             
          

         
        
         

    

  

 
  

  

Individual User – Submit MD Application – 
Renewal Application (P. 2-2) 
1. In the “Renewal Form for Listed Medical Devices”, fill in all mandatory fields. 
2. Click “Submit” to save and submit the application. 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10251> 
The renewal application will be sent for MDD 
screening, followed by vetting and approval. 

Note: If you select "yes" for the question "There is a change to 
the listing details since last approval" you should either have 
already submitted change application, or will submit a change 
application shall inform MDD of applicable changes in 
accordance with the Guidance Notes on Changes for Listed 
Medical Devices. Guidance Notes GN-10. 

(LAST UPDATED ON JULY 2024) 



       
   

  

 

         
      

       
 

  

Individual User – Submit MD Application – 
Delist Application (P. 1-2) 
1. After logging into the MDIS System, click “Medical Device” to view or update applications 

of your individual account. 
2. Select “MD Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Delist” 

Note: You can only delist your application when the 
application status is "Application Approved" or 
"Application Approved with Conditions" with a valid 
listing number. 

1 

2 

3 

(LAST UPDATED ON JULY 2024) 



       
   
 

    

 
  

  

Individual User – Submit MD Application – 
Delist Application (P. 2-2) 
1. In the “Delist Application”, select the delist reason from drop-down. 
2. Click “Submit” to save and submit the application. 

If 'Other' is selected, please 
specify the delist reason. 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10244> 

The delist application will be sent for MDD 
screening, followed by vetting and approval. 

(LAST UPDATED ON JULY 2024) 



       
   

  

 

Individual User – Submit MD Application – 
Taking Over Application (P. 1-4) 
1. After logging into the MDIS System, click “Medical Device” module. 
2. Click “Create Application” > Select “Taking Over” 

1 
2 

(LAST UPDATED ON 10 APRIL 2025) 



       
   

 

   
 

  

 

Individual User – Submit MD Application – 
Taking Over Application (P. 2-4) 
In the “Application for Taking Over the Listing of Medical Devices”, please ensure that all 
mandatory fields in the “Part A”, “Part B” and “Part C” tabs are filled in. 

Part A: Basic Application 
Part B: Particulars of the listed Medical 
Devices to be taken over 
Part C: Undertakings for the Taking Over 

(LAST UPDATED ON 10 APRIL 2025) 



       
   

 

 

 

Individual User – Submit MD Application – 
Taking Over Application (P. 3-4) 
Check acknowledge the declaration in “Declaration” tab 

Check to acknowledge the declaration 

(LAST UPDATED ON 10 APRIL 2025) 



       
   

 

   

  

Individual User – Submit MD Application – 
Taking Over Application (P. 4-4) 
Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the 
application. 

(LAST UPDATED ON 10 APRIL 2025) 

Scroll down to check the PICS 



    

 

 

Functionalities in Individual User Interface 
➢ Submit Trader Application 

➢ New Application 
➢ Change Application 
➢ Renewal Application 
➢ Delist Application 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



       
   

 

 

 

Individual User – Submit Trader Application – 
Preparation of application documents 
➢ Requirements, application procedures, guidance for completing 

the application form and information required for application 
for listing of traders, you may refer to: 
➢ the Guidance Notes for Listing of Importers of Medical Devices (GN-

07) 
➢ the Guidance Notes for Listing of Local Manufacturers (GN-08) 
➢ the Guidance Notes for Listing of Distributors (GN-09) 

➢ Application Forms: Importer/Distributor/ Local Manufacturer 
➢ Form 
➢ PICS 
➢ Undertaking by Applicant 

(LAST UPDATED ON 16 DECEMBER 2024) 



 
 

 

 

       
   

Individual User – Submit Trader Application – 
New Application (P. 1-5) 

the application type) 

Click "Search" 
to find 

submitted 
applications 

(LAST UPDATED ON 26 SEPTEMBER 2024) 

Create Application
(Click  to expand  the drop --

down  menu  and  select 



  

  

 

       
   

Individual User – Submit Trader Application – 
New Application (P. 2-5) 

Click “Submit” to apply form 
validation checking 

Save as 
draft 

The form is divided 
into different parts 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

  

 
 

       
   

Individual User – Submit Trader Application – 
New Application (P. 3-5) 

(LAST UPDATED ON 15 APRIL 2024) 

Scroll down to check the PICS 

Personal Data 
(Privacy) Ordinance 

Statement of 
Purposes 



  

 

       
   

Individual User – Submit Trader Application – 
New Application (P. 4-5) 

Undertaking by 
Applicant 

Scroll down to check the PICS 

(LAST UPDATED ON 15 APRIL 2024) 



  
  

 

       
   

  

 
  

Individual User – Submit Trader Application – 
New Application (P. 5-5) 

Click Submit, success 
message will be shown if all 

validation has passed 

A confirmation pop-up window will display the 
application number upon successful submission. 
Example: Application sent <MDA2024-S10250> 

The new application will be sent for MDD 
screening, followed by vetting and approval. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



      
   

 

 

         
       
     

  

Individual User – Submit Trader Application – 
Change Application (P. 1-4) 
1. After logging into the MDIS System, click “Trader” to view or update applications of your 

individual account. 
2. Select “Trader Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Change” 

Note: You can only perform the change of your 
application when the application status is "Application 
Approved" or "Application Approved with Conditions". 

1 
2 

3 

(LAST UPDATED ON JULY 2024) 



      
   

 
 

 

Individual User – Submit Trader Application – 
Change Application (P. 2-4) 
The previous form content will be displayed. Check the section(s) you would like to change in 
the “Form” tab. The section will be enabled once checked. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



      
   

  

    

  

Individual User – Submit Trader Application – 
Change Application (P. 3-4) 
Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the 
application. 

Scroll down to check the PICS 

(LAST UPDATED ON JULY 2024) 



      
   

   

  
   

 
  

 
 

 
  

  

Individual User – Submit Trader Application – 
Change Application (P. 4-4) 
If there is additional information to be changed, please fill in “Other Change(s)” tab and upload any 
relevant attachments as supporting documents > Click “Submit” to save and submit the application 

In the Change Summary tab, it shows an 
overview of the changes. Click “Submit” to save 

and submit the application. 
A confirmation pop-up window will display the 

application number upon successful submission. 
Example: Application sent <LMA2024-S00110> 

The change application will be sent for MDD 
screening, followed by vetting and approval. 

(LAST UPDATED ON JULY 2024) 



      
   

 

 

  

          
    

Individual User – Submit Trader Application – 
Renewal Application (P. 1-2) 
1. After logging into the MDIS System, click “Trader” to view or update applications of your 

individual account. 
2. Select “Trader Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Renewal” 

1 
2 

3 

Note: You can only renew your application when the Listing 
expiry is within 1 year 

(LAST UPDATED ON JULY 2024) 



      
   

  

  

  
 

 
 

             
          

         
        
      

Individual User – Submit Trader Application – 
Renewal Application (P. 2-2) 
1. In the Renewal Form, fill in all mandatory fields. 
2. Click “Submit” to save and submit the application. 

A confirmation window prompts. The 
renewal application will be sent for 
MDD screening, followed by vetting 

and approval. 

(LAST UPDATED ON JULY 2024) 

Note: If you select "yes" for the question "There is a change to 
the listing details since last approval" you should either have 
already submitted change application, or will submit a change 
application shall inform MDD of applicable changes in 
accordance with relevant Guidance Notes for Listing. 



      
   

 

 

         
      

       
 

  

Individual User – Submit Trader Application – 
Delist Application (P. 1-2) 
1. After logging into the MDIS System, click “Trader” to view or update applications of your 

individual account. 
2. Select “Trader Application” > “Application” > “Search” > Click “+” 
3. More action buttons expanded > Click “Delist” 

Note: You can only delist your application when the 
application status is "Application Approved" or 
"Application Approved with Conditions" with a valid 
listing number. 

1 2 

3 

(LAST UPDATED ON JULY 2024) 



      
   
 

  
 

  

  

Individual User – Submit Trader Application – 
Delist Application (P. 2-2) 
1. In the “Delist Application”, select the delist reason from drop-down. 
2. Click “Submit” to save and submit the application. 

If 'Other' is selected, please 
specify the delist reason. 

A confirmation window prompts. The delist 
application will be sent for MDD screening, 

followed by vetting and approval. 

(LAST UPDATED ON JULY 2024) 



    

 

Functionalities in Individual User Interface 
➢ Submit CAB Application 

➢ New Application 
➢ Change Application 
➢ Cease Recognition Application 

(LAST UPDATED ON 16 DECEMBER 2024) 



       
   

 

 

Individual User – Submit CAB Application – 
Preparation of application documents 
➢ Requirements, application procedures, guidance for completing 

the application form and information required for application 
for recognition of CAB, you may refer to: 
➢ the Conformity Assessment Framework and Conformity Assessment 

Bodies (GN-04) 
➢ Application Form: 

➢ Form 
➢ Important Notes for Applicant 
➢ Declaration 
➢ PICS 

(LAST UPDATED ON 16 DECEMBER 2024) 



 
 

 

       
   

 

Individual User – Submit CAB Application – 
New Application (P. 1-5) 

Create Application 
to submit new 

application 

Click "Search" 
to find 

submitted 
applications 

(LAST UPDATED ON 16 DECEMBER 2024) 



  

  

       
   

 

Individual User – Submit CAB Application – 
New Application (P. 2-5) 

Click “Submit” to apply form 
validation checking 

Save as 
draft 

The form is divided 
into different parts 

(LAST UPDATED ON 16 DECEMBER 2024) 



  

       
   

 

Individual User – Submit CAB Application – 
New Application (P. 3-5) 

Declaration 

Check to acknowledge the 
declaration 

(LAST UPDATED ON 16 DECEMBER 2024) 



 
 

       
   

  

 

Individual User – Submit CAB Application – 
New Application (P. 4-5) 

Personal Data (Privacy) Ordinance 
Statement of Purposes 

Scroll down to check the PICS 

(LAST UPDATED ON 16 DECEMBER 2024) 



       
   

  
  

  

 

Individual User – Submit CAB Application – 
New Application (P. 5-5) 

screening, followed by vetting and approval. 

Click Submit, success 
message will be shown if all 

validation has passed 

A cA cononfifirmarmation tion ppopop--uup p  wiwinnddow ow  wiwill dll displaisplay y ththe e 
apapppliclicaation tion nnuummbber er uuppon on sucsucccessessful ful subsubmmississioionn.. 
ExExample: ample: ApplicApplicationation ssenentt <CAB<CABA20A202424--S00S0002025>5> 

ThThe nee new w apapppliclicaation tion wiwill ll bbe se senent t fforor   MDD MDD 
screening, followed by vetting and approval.

(LAST UPDATED ON 16 DECEMBER 2024) 



      
   

         
       
     

 

Individual User – Submit CAB Application – 
Change Application (P. 1-3) 
1. In “CAB” module, select “CAB Application” > “Application” > “Search” > Click “+” 
2. More action buttons expanded > Click “Change” 

Note: You can only perform the change of your 
application when the application status is "Application 
Approved" or "Application Approved with Conditions". 

1 

2 

3 

(LAST UPDATED ON 16 DECEMBER 2024) 



      
   

 
 

 

Individual User – Submit CAB Application – 
Change Application (P. 2-3) 
The previous form content will be displayed. Check the section(s) you would like to change in 
the “Form” tab. The section will be enabled once checked. 

(LAST UPDATED ON 16 DECEMBER 2024) 



      
   

   

  
   

 
  

 
 

 
  

 

Individual User – Submit CAB Application – 
Change Application (P. 3-3) 
If there is additional information to be changed, please fill in “Other Change(s)” tab and upload any 
relevant attachments as supporting documents > Click “Submit” to save and submit the application 

In the Change Summary tab, it shows an 
overview of the changes. Click “Submit” to save 

and submit the application. 
A confirmation pop-up window will display the 

application number upon successful submission. 
Example: Application sent <CABA2024-S00026> 

The change application will be sent for MDD 
screening, followed by vetting and approval. 

(LAST UPDATED ON 16 DECEMBER 2024) 



Individual User – Submit CAB Application – 
Cease Recognition Application (P. 1-2) 
1. In “CAB” module, select “CAB Application” > “Application” > “Search” > Click “+” 
2. More action buttons expanded > Click “Cease Recognition” 

1 

2 

3 

       
    

 (LAST UPDATED ON 16 DECEMBER 2024) 



Individual User – Submit CAB Application – 
Cease Recognition Application (P. 2-2) 
1. In the “Cease Recognition”, select the cease reason from drop-down. 
2. Click “Submit” to save and submit the application. 

A confirmation window prompts. The cease 
recognition application will be sent for 

MDD screening, followed by vetting and 
approval. 

(LAST UPDATED ON 16 DECEMBER 2024) 

       
    
 

 

  
   

  

 



    

 

Functionalities in Individual User Interface 
➢ Submit NMPA Application 

(LAST UPDATED ON 16 DECEMBER 2024) 



 
 

       

 

Individual User – Submit NMPA Application (P. 1-5) 

Create Application 
to submit 

Click "Search" 
to find 

submitted 
applications 

(LAST UPDATED ON 16 DECEMBER 2024) 



  

  

       

 

Individual User – Submit NMPA Application (P. 2-5) 

Click “Submit” to apply form 
validation checking 

Save as 
draft 

The form is divided 
into different parts 

(LAST UPDATED ON 16 DECEMBER 2024) 



  

       

 

Individual User – Submit NMPA Application (P. 3-5) 

Declaration 

Check to acknowledge the 
declaration 

(LAST UPDATED ON 16 DECEMBER 2024) 



 
 

       

  

 

Individual User – Submit NMPA Application (P. 4-5) 

Personal Data (Privacy) Ordinance 
Statement of Purposes 

Scroll down to check the PICS 

(LAST UPDATED ON 16 DECEMBER 2024) 



       

  
  

  

 
  

 

Individual User – Submit NMPA Application (P. 5-5) 

Click Submit, success 
message will be shown if all 

validation has passed 

A confirmation pop-up window will display the 
application number upon successful submission. 

Example: Application sent <NMPAA2024-S00008> 
The application will be sent for MDD screening, 

followed by vetting and approval. 

(LAST UPDATED ON 16 DECEMBER 2024) 



    

 

Functionalities in Individual User Interface 
➢ Other application-related matters 

➢ Access draft application 
➢ Check application status 
➢ Responding to Application Enquiries 
➢ Withdraw application 
➢ Download Listing Certificates 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



    

  
     

 
 

 

-

Individual Users – Access draft Application 

Saved draft application will appear in the Screening 
Application(s) Pending Submission To Do list. Click "View" 
to view the submission, “Update” to continue editing, or 
“Discard” to discard the draft application 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



   
  

     
 
 

 

    Individual Users – Check Application status 
The status will be updated according to MDD's procedures. You can check the latest status by 
clicking “Medical Device” / “Trader” and search the application record of interest. 

In the ‘Application' tab, you can search for application, 
view the latest status, and submit supplementary 

information if needed. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



     

 

  
   

  

Individual Users – Responding to Application Enquiries 
After receiving notification email for new message from a particular application number, you can 
access the To-Do list in the Individual account for the application required action 

Inquiries from MDD at Initial Screening and Application 
stage will be displayed in Todo list for user's response 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



     

 

Individual Users – Responding to Application Enquiries 
1. Access “Conversation” tab for the application to view the enquiry from MDD 
2. Click “Reply” to provide complete reply or supplementary information 

1 

2 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



    

 

Individual Users – Export Application Enquiries 
1. Access “Conversation” tab for the application to view the enquiry from MDD 
2. Click “Print” to export all conversations for the application 

1 

2 

(LAST UPDATED ON 16 DECEMBER 2024) 



   

 

Individual Users – Withdraw Application 

Withdraw 
application 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



   

 

  

Individual Users – Withdraw Application 
1. Enter remarks 
2. Click “Submit” 
3. Press “Yes” and 

confirm dialog box to 
confirm submission of 
withdrawal request 1 

2 
3 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



      

 
 

  
   

 

 

Individual Users – Download Listing Certificates (P. 1-3) 

Enter "Medical Device" / "Trader" module and 
select the application with the status 

"Application approved". Click "+" button to 
expand the action menu, then click 

"Download Listing Document" 

(LAST UPDATED ON 15 APRIL 2024) 



      

 

Individual Users – Download Listing Certificates (P. 2-3) 

Download 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

      

 

Individual Users – Download Listing Certificates (P. 3-3) 

Return to MDD with remarks. 

(LAST UPDATED ON 15 APRIL 2024) 



      
 Application Status Interpretation 

Drafting 

Application submitted 

 When the applicant clicked   “Save“ to a created application before submit. 
   Drafting applications can be stored in MDIS for up to 3 months 

    The applicant clicked "Submit" and the application has been successfully 
submitted 

Application Acknowledged  The application has been screened by MDD 

Application Closed  The application has been closed by MDD 

Withdraw request submitted    The applicant clicked "withdraw" and submitted the withdrawal request 

Application withdrawn  MDD confirmed the applicant’s withdrawal request 

 

Overview of Application Status (Initial Screening stage) 

(LAST UPDATED ON 15 APRIL 2024) 



     
 Application Status Interpretation 

Application Under Review  The application is being  reviewed by MDD’s vetting officer 
Application Closed  The application has been closed by MDD 

Withdraw request submitted    The applicant clicked "withdraw" and submitted the withdrawal 
request 

Application withdrawn  MDD confirmed the applicant’s withdrawal request 
Application Approved The application is approved. The applicant can download the 

certificate from the MDIS. 

Application Approved with 
Condition 

  The application is approved with conditions given by MDD. The  
 applicant can download the certificate from the MDIS. 

Application Rejected The application is rejected. The applicant can download the reject 
letter from the MDIS. 

Delist Application Approved The delist application is approved. The applicant can download the 
 

 

Overview of Application Status (Application stage) 

delist letter from the MDIS. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

 
  

  Enquiry and Support 
• Please reach out to our dedicated MDIS technical support 

team at 3702 5356 or email at mdis_support@nexify.com.hk 
whenever necessary. 

• For other general enquiries related to applications under 
MDACS, please contact Medical Device Division at 3107 8484 
or email at mdd@dh.gov.hk. 

(LAST UPDATED ON 26 SEPTEMBER 2024) 
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