
   

 
    

Training on 
Medical Device Information System (MDIS) 

PART I: ACCOUNT REGISTRATION 



  

Agenda 

➢ Introduction 
1. Trader Account 

➢ Flow of Account Registration 
➢ Login 
➢ Forgot Password 

2. Individual Account 
➢ Flow of Account Registration 
➢ Login 
➢ Forgot Password 
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Introduction 

The Medical Device Information System (MDIS) offers a one-
stop e-service for the industry to submit online applications for 
listing of medical devices (MDs) and traders under the Medical 
Device Administrative Control System (MDACS), as well as to 
report safety alerts and adverse events related to MDs. 
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Benefits of the MDIS 

Streamlining Business Process 
• Transition from paper-based to online submission of medical 

device and trader listing application 
• Transition from paper-based certificate to electronic 

certificate 
Strengthening Communications 
• Direct conversation with MDD officers in system 

Starting from 1 January 2025, all listing 
applications must be submitted via MDIS 
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Training Materials of the MDIS 

Latest version of training materials are uploaded to the MDD Website 
(https://www.mdd.gov.hk/en/information-publication/traders/index.html) 

(LAST UPDATED ON 24 MARCH 2025) 

https://www.mdd.gov.hk/en/information-publication/traders/index.html


    

    

  

Feedback Survey of the MDIS 

Feedback Survey on MDIS (https://www.mdd.gov.hk/en/mdis-survey/index.html) 

We value  your opinion and 
suggestion 

(LAST UPDATED ON 24 MARCH 2025) 
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Account Introduction 
There are two levels of accounts: 
1. External Trader User (ETU) 
➢ Go to Registration of Trader Account 
➢ Go to Trader Login 
➢ Go to Forgot password 

2. External Individual User (EIU) 
➢ Go to Registration of Individual Account 
➢ Go to Individual Login 
➢ Go to Forgot password 

What are account pre-requisites? 
1. External Trader User (ETU) – Valid BR certificate 
2. External Individual User (EIU) – Valid Trader User Account 

(LAST UPDATED ON JULY 2024) 



   

 

 

 

User Roles & Functions 

1. External Trader User (ETU) 2. External Individual User (EIU) 

✓ Maintain Individual User Accounts 

✓ Oversee pre-market (Medical 
device and trader) applications 

✓ Oversee post-market (safety alert 
and adverse event) cases 

✓ Perform reassignment of 
applications / cases in case of staff 
turnover 

✓ Create pre-market (Medical device 
and trader) applications 

✓ Create post-market (safety alert and 
adverse event) cases 

✓ As direct contact during application / 
case processing stage 

(LAST UPDATED ON 26 SEPTEMBER 2024) 
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Registration of Trader Account (P. 1-7) 
1. Access the Medical Device Information System home page 
2. Click “Trader Login” tab 
3. Click “Register” option 

(LAST UPDATED ON JULY 2024) 



  
  

   
  

 

 

  

  

     

  
 

 
 

 

 

Registration of Trader Account (P. 2-7) 
All mandatory fields are hinted by red brackets 

Select Type of registration 
certification 

Login Name is unique and not 
changeable once registered. 

Keep your account safe and secure. 

Upload BR image, The BR number 
and expiry date are auto-filled by 

OCR. Error message will be 
prompted if validation has failed 

Select Company 
Type 

Branch entity should indicate 
“Branch Company” under 
Company Type and upload both 
valid Business Registration and 
Branch Registration Certificates 
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     Registration of Trader Account (P. 3-7) 

Requirements on format of Business Registration (BR) 
Certificates 
1. File size within 3MB 
2. Document size within A4 
3. Content should be clear and legible 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 

     Registration of Trader Account (P. 4-7) 
Examples of unacceptable BR Certificates 

COPY 

 Blurred/Obscured fonts  Slanted fonts  Distorted fonts 

(LAST UPDATED ON 26 SEPTEMBER 2024) 



 
    

   

   
  

  

     

         
    

     

Registration of Trader Account (P. 5-7) 
The address can be Input by HK Address Lookup or Manual Input 

Input by HK Address Lookup 

1 

Manual Input 

Enter your building name or street 
name to search for full address 

Choose an address and click 
Select button. The address 

will be auto filled. 

3 
2 

4 

The address inputted must be consistent with the address shown on 
the Business Registration (BR) Certificate. If trader cannot identify the 
exact BR address via HK Address Lookup, please input the address 
manually. 

(LAST UPDATED ON JULY 2024) 



  
 

 
 

  
 

  

     Registration of Trader Account (P. 6-7) 
After successful registration, a confirmation email will be sent to the registered email address with 
the title "Please set up your password for login to the Medical Device Information System." 

The Submit button will be enabled 
after filling in all mandatory 

information, click Submit to submit 
registration request to MDD for review. 

(LAST UPDATED ON JULY 2024) 



   
 

  
 

 

 
 

    
 

  

     Registration of Trader Account (P. 7-7) 
The registrant will receive an email and can proceed to complete the registration of their user 
account by clicking on the embedded link. The link will expire after 15 minutes. 
Please remember to apply a strong password that combines special characters, uppercase letters, 
and numbers. The password should be updated every 3 months. 

After inputting the Login 
Name, New Password and 

Confirm Password, the Reset 
button will be enabled. Click 

Reset to proceed. 

Keep your account safe and secure. 

(LAST UPDATED ON JULY 2024) 
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Accessing MDIS – Trader Account 

URL: https://mdis.mdd.gov.hk/ 

➢Login by Username, Password, Captcha 

➢All Mandatory Fields are hinted 
by red brackets 

➢Click Login to proceed 

Note: If you attempt to log into your account with the incorrect password 
in 5 times, the system will automatically lock your account as a safety 
precaution. Please click “Forgot Password” to reset your password and 
regain access to the system. 

(LAST UPDATED ON JULY 2024) 
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Forgot Password – Trader Account (P. 1-2) 
1. Click “Forgot Password” option in Login page 
2. Enter Trader Username, Email Address to Request a reset link 

1 

2 

Click “Request a reset link” 
after filling mandatory 

information, reset password 
email will be sent. 

(LAST UPDATED ON JULY 2024) 



  

   
 

  
 

                 
                

                
            

  

       Forgot Password – Trader Account (P. 2-2) 
The User will receive a reset password email with the title "[MDIS] Please reset your password for 
login to the Medical Device Information System" and can proceed to reset by clicking the embedded 
link. The link will expire after 15 minutes. Please remember to apply a strong password that 
combines special characters, uppercase letters, and numbers. The password should be updated 

After inputting the Login 
Name, New Password and 

Confirm Password, the Reset 
button will be enabled. Click 

Reset to proceed. 

every 3 months. 

(LAST UPDATED ON JULY 2024) 
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Registration of Individual Account (P. 1-3) 
1. Login by Trader Account 
2. Click “User Account” on sidebar menu 
3. Click “Individual Accounts” tab 

1 

2 

3 

(LAST UPDATED ON JULY 2024) 



  
  

 

  

  
   

  

     Registration of Individual Account (P. 2-3) 
All mandatory fields are hinted by red brackets 

Suggest to set unique Login ID. System 
will validate if the Login ID exist. 

Keep your account safe and secure. 

The new row is shown. 
Click Add after filling in all 
mandatory information. 

(LAST UPDATED ON JULY 2024) 



                
             

    
 

 

   
  

 
 

  

     Registration of Individual Account (P. 3-3) 
The registrant will receive an email and can proceed to complete the registration of their user 
account by clicking on the embedded link. The link will expire after 15 minutes. 
Please remember to apply a strong password that combines special characters, uppercase letters, 
and numbers. The password should be updated every 3 months. 

Keep your account safe and secure. 

After inputting the Login 
Name, New Password and 

Confirm Password. The Reset 
button will be enabled, click 

Reset to proceed. 

(LAST UPDATED ON JULY 2024) 
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Accessing MDIS – Individual Account 

URL: https://mdis.mdd.gov.hk/ 

➢Login by Trader Username, Individual 
Username , Password, Captcha 

➢Also supports Login with iAM Smart 

➢All Mandatory Fields are hinted 
by red brackets 

➢Click Login to proceed 
Note: If you attempt to log into your account with the incorrect password 
in 5 times, the system will automatically lock your account as a safety precaution. 
Please click “Forgot Password” to reset your password and regain access to the 
system. 

(LAST UPDATED ON JULY 2024) 
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Forgot Password – Individual Account (P. 1-2) 
1. Click “Forgot Password” option in Login page 
2. Enter Trader Username, Email Address to Request a reset link 

Click “Request a reset link” 
after filling mandatory 

information, reset password 
email will be sent. 

1 

2 

(LAST UPDATED ON JULY 2024) 



  

   
 

  
 

                 
                

                
            

  

       Forgot Password – Individual Account (P. 2-2) 
The user will receive a reset password email with the title "[MDIS] Please reset your password for 
login to the Medical Device Information System" and can proceed to reset by clicking the embedded 
link. The link will expire after 15 minutes. Please remember to apply a strong password that 
combines special characters, uppercase letters, and numbers. The password should be updated 

After inputting the Login 
Name, New Password and 

Confirm Password, the Reset 
button will be enabled. Click 

Reset to proceed. 

every 3 months. 

(LAST UPDATED ON JULY 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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