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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




Introduction

The Medical Device Information System (MDIS) will offer 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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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
N> 2. External Individual User (EIU) — Valid Trader User Account

NEXIFY
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User Roles & Functions

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

Maintain Individual User Accounts v'  Create Pre-market Applications
(MD101 / MD102)

Oversee pre-market applications

\/ . .
Oversee post-market cases Create Trader Application

SN X X

v'  Create post-market cases (Safety Alert

Perform reassignment of
& / Adverse Event / Complaints)

applications / cases in case of staff
turnover v" Submit Change / Renew / Delist /
Appeal of application

v' As direct contact during application /
case processing stage
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Flow of Account Registration — Trader Account

NP>

NEXI FY




Registration of Trader Account (P. 1-5)

1. Access the Medical Device Information System home page
2. Click “Trader Login” tab
3. Click “Register” option

The Government of the Hong Kong Special Administrative Region

T Department of Health MEDICAL DEVICE DIVISION

Medical Device Information System

Trader Login Individual Login

[ Trader Username ]

[ Enter Captcha ] D34 po
Forgot Password Register,

|

N l Tip: This web application Is best viewed In landscape mode.

NEXIFY
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Registration of Trader Account (P. 2-5)

All mandatory fields are hinted by red brackets

Department of Health DR S RPN
The Government of the Hﬂng Kﬂng SPGCial Administrative Raginl'l I'Iu-:.'r L..r.' MJ.";‘-“I:I.' wd .'.l-..'.\-u: |.r:.u.i.nl Prarsabrareh e somious 2 by skl
P T T T seeee e ==C=n
MEDICAL DEVICE DIVISION L ECT X ke

'
'
e '

BUSENESS RIGISTRATRIS RECH Ltk '
Aensn !
P

P

P

N XRK T S O DR i asian s oast
I' ' l
HE ) WEEE R Rmmmm e mmmimmammne s

Register Pl

Login Neme Login Name is unique and not T - ke |
Company Infomation changeable once registered. — - !
Keep your account safe and secure. = aw ;

Company / Organization Name — smee BOLY CORPHIATE
English ] pryyreay {";mm i

CEEMPE =T O »

) R LEW = 450

Chinese HFWTH (METCEN) HEE :

Select Type of registration
certification

Feasi potn e Follwsing requireseats of G Bk
Ragiarition Cvidisc:

LR SO MRS REN R RS | S G e ke e o o e |
GNEPE - STRFHRASEEAR ieperation ot o & bk reglat Getias |
VI . B T R T il it b il ki el Uil s s i iy
EHEELE L -

/

Registration Certification © Business Registration Certificate

Type  UEEIARRSITMEALE © s i rrie o i e
. = - Al ey dos b busins & sl o
Spioad BR Upload Upload I?R image, The BR r.\umber |
Select files... Drop files here to upload and explry date are aUtO_fIIIed by R R et e e o e i
OCR. Error message will be !
E{Z;ii::-‘;iion l Expiry Date [ DD/MMYYYY ﬁ] prompted if validation has failed spimn, JWOLOTE, UM A e
Number Select Compan . . \
/ Tve pany Branch entity should indicate Errors Encountered - B x
) yp ”BranCh Compaﬂy" Uﬂder « |Invalid entries detected for BR number
Company Type Main Company Companv Tvoe and ubload both « Invalid entries detected for BR Expiry Date
Branch Company . P y yp . P . « BR expired. Please upload the latest BR.
valid BUSIH?SS Re.gIStratlo.r? m « Acompany with the same Business Registration Number has
NEX L EY Address Branch Registration Certificates already registered

(LAST UPDATED ON JULY 2024)




Registration of Trader Account (P. 3-5)

The address can be Input by HK Address Lookup or Manual Input

Input by HK Address Lookup
Address

Address Format | Input by HK Address L...

v

Input by HK Addrass 1
Lookup

2 Tai Hong Kang

English Address

Enter your building name or street

name to search for full address
ress Loo| UP

Chinese Address

Wong Nai Chung Reservoir Workmen's Quarters Water Supplies Department Hong Kong, 12
Tai Tam Reservoir Road, Southern District, Hong Kong

BE BE AEKEE 2% SEAEEEEEKELIAES

Hong Kong Parkview, Block 1, 88 Tai Tam Reservoir Road, Seuthern District, Hong Kong

Cemeteries And Crematoria Section (Hong Kong), Cemeteries And Crematoria Hong Kong
> Office, 1) Wong Nai Chung Road, Wan Chai District, Hong Kong

Hong Lok Yuen, International College Hong Kong Hong Lok Yuen (Primary Section), 3 Hong
Lok Yuen Twentieth Street, Tai Po District, New Territories

Hong Lok Yuen, International College Hong Kong Hong Lok Yuen (Kindergarten Section), 5
Hong Lok Yuen Twentieth Street, Tai Po District, New Territories

World Wide Fund For Nature Hong Kong, 51 Tam Kon Chau Road, Yuen Long District, New

Territories

Address Format | Manual Input

Manual Input
Floor please input Unit please input
Manual Input
Address

Dorsett Mongkok Hong Kong, 88 Tai Kok Tsui Road, Yau Tsim Mong District, Kowloon

Hong Kong Institute Of Construction Tai Po Training Ground, Cic Tp Training Ground
Substation, 13 Dai Wah Street, Tai Po District, New Territories

The Hong Kong Polytechnic University, Mong Man Wai Building, 11 Yuk Choi Road, Yau Tsim

Mona Nistrict Knowlnon

=X,

English in En
Address

Chinese in Chinese
Address

will be auto filled.

—k— Choose an address and click

Select button. The address

BE EE ASp0FE 863 S 1E B0

BE HOE ZEEE UK EERAXEESEERTE ESEESRAXESHSE

FR AHE FEBEFE T4 338 INTERNATIONAL COLLEGE HONG KONG HONG LOK
YUEN (PRIMARY SECTION), EiEH

R HE, FEBEE T4 538 INTERNATIONAL COLLEGE HONG KONG HONG LOK
YUEN (KINDERGARTEN SECTION), FEE

#HF, THE BFHE 1% BREM (F8) Ex8

NE =R A&8E 8% FEREEETE

R AEER AEE 13 BESSEYESEES TEREERENEE

NE A=EER FAE 1% SREE FEETAR
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manually.

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
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Registration of Trader Account (P. 4-5)

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."

Contact Information of Management Representative

o

Chinese Mame Given Mame Surname

English Name | Given Name

Np>

NEXIFY

Post Title Designation

Title

Email Fax

Contact Mobile

Telephone for Telephone for

Public Urgent Use

Enquiries (24 hours) The Submit button will be enabled
after filling in all mandatory

URL

(LAST UPDATED ON JULY 2024)

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



Registration of Trader Account (P. 5-5)

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.

[MDIS] Please setup your password for login to the Medical Device Information System ...

16 rem | remat | = roma | [ [ Medical Device Information System
o To ©

Sat 13/04/2024 22:59
Reset Password

Y

(This email is sent automatically by the computer system. Please do not reply to thisemail. It 3 EJERE KB
BN, BFOLBLETEMG. )

| |

After inputting the Login
v [ Name, New Password and
Confirm Password, the Reset

button will be enabled. Click
https://mdis.mdd.gov.hk/reset-password? /

Reset to proceed.
code=eyJhbGciOillUz11NilsInR5cCIBIkpXVCI9.eylleHAIOJE3MTIS0TkOMzMsImLhdCIBMTexMijkxMzAzMywiaXN

kKIxgl DUAATGd3XtktKpFsc ResSROaR RS G Reset
« Minimum of 8 characters

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at * Maximum of 15 characters

mdis_support@nexify.com.hk whenever necessary. * Atleast one digit
» At least one special character

Dear (Login ID: )s

You have just created a new Trader User Account in the Medical Device Information System (MDIS)! Please
click the below link to setup your password for login to the MDIS.

Medical Device Division

4 >
N ' Keep your account safe and secure.

NEXIFY

(LAST UPDATED ON JULY 2024)




Login — Trader Account
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Accessing MDIS — Trader Account

URL: https://mdis.mdd.gov.hk/ 7 Bepartmentof Heaith MEDICAL DEVICE DIVISION

The Government of the Hong Kong Special Administrative Region

>Login by Username, Password, Captcha Medical Device Information System

» All Mandatory Fields are hinted TraderLogin  Indiidual Login

by red brackets ’[ |

»Click Login to proceed | Posr l

[ Enter Captcha l D3} o) O
Note: If you attempt to log into your account with the incorrect password Forgot Password Register
in 5 times, the system will automatically lock your account as a safety
precaution. Please click “Forgot Password” to reset your password an Tip: This web application is best viewed in landscape mode.
regain access to the system.
Errors Encountered

' « Incorrect user name or password
N « Account locked due to too many failed login

NEXIFY
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Forgot password — Trader Account
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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

Department of Health
The Government of the Hong Kong Special Administrative Region

Medical Device Information System

Trader Login Individual Login

l Trader Username ]

MEDICAL DEVICE DIVISION

Forgot password

Click “Request a reset link”
after filling mandatory
information, reset password
email will be sent.

2 Request a reset link

1 Foergot Password Register

Tip: This web application 1s best wiewed in landscape mode.

Np>
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Request a reset link
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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

every 3 months.
[MDIS] Please reset your password for login to the Medical Device Information System ... Medical Device Information SyStem

P Reply | %) Reply All | —> Forward | H|
mdis@egismail.gov.hk | © | © Reply | © Reply o G bl Reset Password
To 19/07/2024 (1) 17:52 [ ]

&

(This email is sent automatically by the computer system. Please do not reply to this email. [t 7Y E RS e E Sl
REAEN RN ERILETEME <)

Dear (Login ID: 1,

You have just requested to change password for your account in the Medical Device Information System (MDIS)!
Please click the below link to reset your password for login to the MDIS within 15 minutes.

https://mdis.mdd.gov.hk/reset-password? /
code=eylhbGciQiJlUzI1NilsinR5cCl6lkpXVCIS.eylleHAIOJEIM]EONjkxNDUsImlhdCIEMTeyMTM 4MjcONSwiaXNzljc

Password must contains: After inPUtting the Login

« Minimum of 8 characters Name, New Password and
« Maximum of 15 characters

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at il didit Confirm Password, the Reset
. . . east one digi
mdis_support@nexify.com.hk whenever necessary. i i
¥ « Atleast one special character button will be enabled. Click

Medical Device Division

Reset to proceed.
N»
NEXIFY
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Flow of Account Registration — Individual Account
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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

= Medical Device Information System (MDIS) [EES] Is Your Product A Medical Device? BE Engimm I;Eg e P
User Account
@ To-Do
Account Information Role Contact Info Individual Accounts 2
= Medical Device k
Individual Accounts

12 Trader

A Safety Alert fﬁ‘cton # Responsibility Login ID Given Name Surname Email Phone Post Inactive Too many falled Login - Receive Trader A

-

® Adverse Event + 1T ALL No No

a User Account
- + 2 PRE No No

® Support >

. - No No

4
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Registration of Individual Account (P. 2-3)

All mandatory fields are hinted by red brackets

11 .
. i e -
Is Your Product A Medical Device? e Eng| EE Lest Lo 2024071 1224 Logout

= Medical Device Information System (MDIS)

User Account

Account Information Role Contact Info Individual Accounts

Medical Device

Individual Accounts

Trader

Safety Alert Action # Responsibility Login ID Given Name surname Email Phone Post Inactive Too many failed Login ~ Receive Trader A
Bes [~ i JC ] | : -

Adverse Event

B o o~ Suggest to set unique Login ID. System - -

. - will validate if the Login ID exist. . .
Keep your account safe and secure.

+ 3 Al No NoO

Errors Encountered ,

User Account

4

' » User already exist
The new row is shown.

Click Add after filling in all
mandatory information.

m Cancel
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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.

[MDIS] Please setup your password for login to the Medical Device Information System ...

. mdis@egismail.gov.hk ‘© 3 Reply | €O ReplyAll | — Forward ) ‘E‘ ‘_‘ Medical Device Information System
To 19/07/2024 (5 7) 17:45

Y

(This email is sent automatically by the computer system. Please do not reply to this email. /5B IS &GS E S ey e v

HERGEA  RUEBILETEF ) [ \

Dear  (Login ID: b [ After inputting the Login
Name, New Password and
Confirm Password. The Reset

https://mdis.mdd.gov.hk/reset-password? / button will be enabled’ click
code=eylhbGciQiJlUzITNilsInR5cClElkpXVCI9.eylleHAIQEIMEONjg2NZzEsImlhd CIEMTcyMTMAMjI3MSwiaXNzlio Reset to proceed.

giousSJIDgSLCZ7Vo
Password must contains:
Please note if you are from an existing LRP or trader listed in MDACS, please expect at least 3 working days lead

. L . ) , « Minimum of 8 characters
time for establishing correlation to your LRP or trader role in the MDIS before you can submit a fresh application

. - « Maximum of 15 characters
with your existing LRP or trader role. s willensinmetion

« At least one special character

Your trader has just created a new Individual User Account for you in the Medical Device Information System bl [
(MDIS)! Please click the below link to setup your passwaord for login to the MDIS within 15 minutes.

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at
N l mdis support@nexify.com.hk whenever necessary.

Medical Device Division

NEXIEY Keep your account safe and secure.
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Login — Individual Account
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Accessing MDIS - Individual Account

U R L: https ://m d is. m d d .gov. h k/ T Eheegoav:;tn?nl?t?flhgﬁrgeﬂao:;gpedal Adminmstrative Region M EDICAL DEVICE DIVISION

> Login by Trader Username, Individual Medical Device Information System
Username, Password, Captcha

» Also supports Login with iAM Smart e
> All Mandatory Fields are hinted % |
[

by red brackets

| f .50
> Click Login to proceed 8 Loginwith 0 S
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. Forgot Password
Please click “Forgot Password” to reset your password and regain access to the
system. l Tip: This web application is best viewed in landscaps mode.
Errors Encountered

' « Incorrect user name or password
N « Account locked due to too many failed login

NEXIFY
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Forgot password - Individual Account
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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

T Department of Health MEDICAL DEVICE DIVISION

The Government of the Hong Kong Special Administrative Region

Medical Device Information System

Forgot password

Trader Login Individual Login

| — Click “Request a reset link”
after filling mandatory

] information, reset password
Pl 2| EimeiaiE S email will be sent.
Request a reset link

More Info

1

’ Forgot Password

Tip: This web application is best viewed in landscape mode.

Np>
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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
every 3 months.

[MDIS] Please reset your password for login to the Medical Device Information System ... Medical Device Information SyStem
. mdis@egismail.gov.hk |© O Reply | O Reply All | = Forward J |E‘ ‘_| Reset Password
To 19/07/2024 (B F) 17:52
o |

(This email is sent automatically by the computer system. Please do not reply to this email. [t 7Y E RS e E Sl
REAEN RN ERILETEME <)

Dear (Login ID: 1,

You have just requested to change password for your account in the Medical Device Information System (MDIS)!
Please click the below link to reset your password for login to the MDIS within 15 minutes.

https://mdis.mdd.gov.hk/reset-password? /
code=eylhbGciQiJlUzI1NilsinR5cCl6lkpXVCIS.eylleHAIOJEIM]EONjkxNDUsImlhdCIEMTeyMTM 4MjcONSwiaXNzljc

Password must contains: After inPUtting the Login

= Minimum of 8 characters Name, New Password and
« Maximum of 15 characters

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at - Confirm Password, the Reset
) ) « At least one digi
mdis_support@nexify.com.hk whenever necessary. i i
¥ « Atleast one special character button will be enabled. Click

Medical Device Division

Reset to proceed.
NS
NEXIFY
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Thank you
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