Training on
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PART lll: REPORTING OF MEDICAL DEVICE SAFETY ALERTS AND ADVERSE EVENTS
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Agenda

1) Functionalities in Trader User Interface
2) Functionalities in Individual User Interface

> General functions

» Report Medical Device Safety Alerts

> Report Medical Device Adverse Events

» Other reporting-related matters

3) Enquiry and Support
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1) Functionalities in Trader User Interface
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Trader User — To-Do Overview

Account Name and

Modules available Last Login Time

for Trader

. . : _ - R -
>
Medical Device Information System (MDIS) [LUlTEE) Is Your Product A Medical Device? oot Logn 20240508 1505 | A

To-Do e !
Notifications inbox
= MD 22 Trader A Safety Alert (1) Adverse Event
Medical Device Drafting Drafting Drafting Drafting

Under Assessment Under Assessment

Trader

Safety Alert

Adverse Event

User Account

Require Qutstanding Info
(Screening)

Require Qutstanding Info
(Application)

Approved/Rejected

Pre-market

Post-magk

The dashboard provides an overview on application status and statistics

8 06 oo

Require Outstanding Info
(Screening)

Require Outstanding Info
(Application)

Approved/Rejected

Inspection Require Followup

MD Screening Application(s) Pending Submission

a
0
Q
Q

aa

= experia0l -
g EnolSE o ez

MD Screen - MDA2024-500006  2024-01-12 14:03:20
“You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 14:05:44
“You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 14:34:43
You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 16:12:29
‘You have new conversation reply

MD App - AN009349 2024-01-12 16:01:55

‘You have new conversation reply

MD App - AN009349 2024-01-12 16:27:32

‘You have new conversation reply

MD App - AN009349 2024-01-12 16:44:34

You have new conversation reply

: . Actions Screening no.  + Y Status Category Type Company Name h Name of Legal Manufac
Click to view = .
. View Drafting MD-C2&38&4 New Experia Tech
details
Drafting MD-C2&384 New Experia Tech Test231231_1
Drafting MD-C2&384 New Experia Tech Test231231_1
N E X

- Drafting MD-C2&38&4 New Experia Tech Name v
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Trader User — To-Do Overview

Link to external Q&A

page for clarification

Medical Device

Trader

Safety Alert

Adverse Event

User Account

To-Do

2 MD

Drafting

Require Outstanding Info

(Screening)

Require Outstanding Info
(Application)

Approved/Rejected

Pre-market

Post-market

Medical Device Information System (MDIS)

a @86 ano

1ea Trader

Drafting

Require Outstanding Info

(Screening)

Require Outstanding Info
(Application)

Approved/Rejected

Inspection Require Followup

MD Screening Application(s) Pending Submission

Actions

Screening no.  +

Bulk
selection

for export

Y  Status
Drafting
Drafting
Drafting

Drafting

ea o0 ao

Category

MD-C2&3&4
MD-C2&38&4
MD-C2&3&4

MD-C2&3&4

A4

Is Your Product A Medical Device?

A Safety Alert

Drafting

Under Assessment

Type
New
New
New

New

ST UPDATED ON 26 SEPTEMBER 2024)

Company Name
Experia Tech
Experia Tech
Experia Tech

Experia Tech

Experia

Logout
Last Login: 2024-03-08 14:05

(¥ Adverse Event

Drafting

Under Assessment

Name of Legal Manufac

Test231231_1
Test231231_1

Name

aa

FY

F




Trader User — To-Do Overview

Medical Device Information System (MDIS) [T Is Your Product A Medical Device? F;é?i[g‘f:_zom_m_ogmoa

F
Pre-market Post-market | SWItCh between
Pre/Post-market
. . MD Screening Application(s) Pending Submission

Medical Device g ApP (s) 9

Actions Screening no.  + Y Status Category Type Company Name h ¢ Name of Legal Manufac
Trader

Drafting MD-C2&384 New Experia Tech -
Safety Alert Drafting MD-C2&3&4 New Experia Tech Test231231_1

Drafting MD-C2&384 New Experia Tech Test231231_1
Adverse Event

Drafting MD-C2&384 New Experia Tech Name v

4 »
User Account M 4 1 L 10 ¥ | items per page 1-4of 4 items
Export
Trader Screening Application(s) Pending Submission
Actions Screening no. h e Status Company Name h ¢ Type Role SCNO
Drafting Experia Tech New :
4 »
w

NEXIFY
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[ ]
Trader User — To-Do Overview
= Medical Device Information System (MDIS) D ron i

F
To-Do
= MD s Trader A Safety Alert (1) Adverse Event
Medical Device Drafting Drafting n Drafting a Drafting n
Require Outstanding Info m Require Outstanding Info u Under Assessment Under Assessment
Teraln (Screening) (Screening)
Require Outstanding Info Reqy’ .= ..
(Application) (Apq  Contains v
Safety Alert
ty Approved/Rejected m App
Insp 5 -
Adverse Event And ¥ Filters can be applled for
Pre-market Post-market Contains v sorti ng SmeISSIOnS
User Account
MD Screening Application(s) Pending Sub
o (R
Actions Screening no.  + Y Status Category Type Company Name h Name of Legal Manufa¢
Drafting MD-C2&384 New Experia Tech -
Drafting MD-C2&384 New Experia Tech Test231231_1
Drafting MD-C2&38&4 New Experia Tech Test231231_1
Drafting MD-C2&384 New Experia Tech Name v
4 4 v

NEXIFY

ST UPDATED ON 15 APRIL 2024)




Trader User — User Account Management — Reset Password

= Medical Device Information System (MDIS) [T Is Your Product A Medical Device? E;ff;; PRI  Logout
FS
User Account
Account Information Role Contact Info Individual Accounts
Medical Device
Account
Reset Password
Trader — |
Safety Alert l
Company Information Reset Password
Adverse Event [ l
Company / Organization Name
User Account English [ l
Chinese
Registration Certification Type O Business Registration g
Certificate of Registrati| Password must contains:
* Minimum of 8 characters
Upload BR Experia BR_2023.pdf * Maximum of 15 characters o upload
* At least one digit
* At least one special character
Business Registration 62558875-000-12-22-3 =
Number

Camnanv Tune

Save

© Main Company

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management

— - - - L 11 -
‘our Product AMedical Device? < ] out
= Medical Device Information System (MDIS) [l rar L) Is Y ct AMedical @ BN 5 Eng mE e e

Uz e View the Account Information, Role, and
_ - Individual Accounts under the Trader
Account Information Role Individual Accounts
Medical Device
Account
= LoginNeme E—
Safety Alert
Company Information Please approach Medical Device Division for any

Adverse Event

update in account information

Company / Organization Name

User Account

englis I -

Support > Chinese
Registration Certification Type © Business Registration Certificate
Upload B8 (I, - —
Business Registration Mumber _ Expiry Date 06,/05/2025 =]
Company Type © Main Company

Branch Company

Address

English Address Y g Ko

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)
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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

= Medical Device Information System (MDIS) ([ Is Your Product A Medical Device? B oogx: N
Last Login: 2024-08-24 1150
User Account
Account Information Role
Medical Device
Account
Trader
2 | Update Trader Information ]
Safety Alert
Company Information ,
Adverse Event
Company / Organization Name 4
4 UserAccount
English
Chinese vy
s 104100
Registration Certification Type
Upload BR Upload
Select files... Drop files here to upload
Business Registration Number 3 " txp”}" Uate jL?f Expiry Date 08/05/2025 Z]
c Errors Encountered
ompany Type

+ BR expired. Please upload the latest BR.

(LAST UPDATED ON 26 SEPTEMBER 2024)



Trader User — User Account Management

== Medical Device Information System (MDIS) [l R RI] Is Your Product A Medical Device? === Eng| £ oy Logout
User Account
View the Role and Individual Accounts
Account Information Role Individual Accounts under the Trader
Medical Device
Role
Trader . .
8 LRP Importer Distributor Local Manufacturer
Safety Alert
LRP List
Adverse Event -
Listing no. LrrON Revision Application no. LRPAO View
User Account Issue Date DD/MMAYYYY B8 ExpiryDate DD/MMAYYYY BB  Delist Date DD/MMAYYYY &
Support »
PP Remarks
%

The approved
role is displayed
under Role tab

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Add Individual
Accounts

Medical Device Information System (MDIS)

—— i ooz
Sl Lt 4 === Englﬁi& Last Login: 20324-08-24 11:58 el

User Account
To-Do
Account Information Role Individual Accounts |[€——_ e el e
Medical Device accounts
Individual Accounts

Trader

Press Add to add

Safety Alert o individual account

Login ID Given Mame  Sumame Emnail Phone Post

Adverse Event

Press Add after filling
in all Mandatory
information

User Account

Support »

+ COEEm ¢ o |

+ @ 4 | AL sob sob Trader so6_mdd@dh.govhk

(LAST UPDATED ON 15 APRIL 2024)



Trader User — User Account Management — Case Reassign

== Medical Device Information System (MDIS) (Rl KR Is Your Product A Medical Device? T Eng|£§§_ Logout

f— Last Legin: 2024-00-24 11:50

User Account
To-Do

Account Information Role Individual Accournts

DB \/icw individual
accounts

Medical Device
Individual Accounts

Trader
Add

safety Alert Action #  Responsibility Login ID Given Mame  Surname Email Phaone Post

JmEm I

User Account

- 3

=]

AlL

Expand by pressing the "+"

sign, to Reassign caseor ..

Delink iAM Smart (if any)

Support »

- CIEZD

[¥F]

EED

.

sob Trader sob_mdd@dh.govhk

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Case Reassign

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

Case Reassignment

»

Select Module v
MD / VDMD Select Module for
reassignment and pick
TR ;r:fzzmen the applications and to-
-] Adverse Event be assigned role

Application nj/ID///
ANDO7753 “

Application Under Review

AN005944 1 Application Approved

ANO009331 Application Approved

ANO009349 Application Under Review

ANO009351 Application Under Review

ANO009352 Delist Application Approved

AN009353 Delist Application Approved -

Confirm reassignment

To be assigned xo:

N

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)
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Trader User — User Account Management — Edit account
information

= Medical Device Information System (MDIS) (Bl okl I Your Product A Medical Device? 858 Eng| EE M Logout
User Account
Account Information Raole Individual Accounts

Medical Device
Individual Accounts

Trader

Add
Safety Alert Action # Responsibility Login ID Given Mame  Surmmame Email Phaone Post
Adverse Event + @l Delete Press "Edit" to

edit the account
information

User Account

o[-

Support »

Press "Save"

+ B : ros after editting

+ 4 All v s0b sob Trader s06_mdd@dh.govhk

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




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

== Medical Device Information System (MDIS) (MG eat KR =EE Eng| ¥ _ Logout

Last Login: 2024-08-22 11:58

User Account

Account Information Rale Individual Accournts

Medical Device

Individual Accounts

Trader
Add
Safety Alert Surmame Ernail Phone Post . . = Trader Account Motificati... = Last Login Tim
Check this box to Receive
) Trader Account Men Sep 09 20
Adverse Event Tsang csa3_mdd@dh.govhk _ o 09:32:56 GMTH
Notification, (EeEEEE
afterwards notification _
User Account i " Fri Sep 13 202¢
Ban csa3_mdd@dh.govhk _ email to Trader will be 17:09:20 GMTH
sent to Individual Users (EEEEEE
Support >
as well Tue Sep 03 20z
Chan csa3_mdd@dh.govhk _ 17:19:35 GMTH
(SEEERRE)
Tue Sep 24 20z
Trader sof_mdd@dh.govhk O 10:44:22 GMT+

(EEEEERE)
v

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Delink iAM
Smart

Np>

NEXIFY

= Medical Device Information System (MDIS) [[LLITEL) Is Your Product A Medical Device? ot sinae TN
Fs
User Account
Account Information Role Individual Accounts | —mnou q . o
View individual

Medical Device

A accounts

Individual Accounts

Trader

Add
Safety Alert Action # Responsibility Login ID Given Name Surname Email Phone Past

+ 1 ALL 91231234 i
Adverse Event S Edit | Delete SO

User Account

Delete

e

Delink iAM Smart

Please confirm

Delink iAM Smart from the
account

Are you sure to delink with "iAM Smart"?

No Yes

(LAST UPDATED ON 15 APRIL 2024)



2) Functionalities in Individual User Interface
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Functionalities in Individual User Interface

» General functions
» User Account Management
» To-Do Overview
» Medical Device Overview / Searching
» Trader Overview / Searching

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — User Account Management — reset
Password

Medical Device Information System (MDIS) [l RERI) Is Your Product A Medical Device? [ID>< AT RSN = BCCNNNINUININNEN | ogout
Last Login: 2024-08-24 14:25

User Account
Reset
Account
Password
Medical Device

Trader
English Name so6
|: d Password ]

l

Safety Alert Chinese Mame

0]
15}
)

Post Title

|
l
l

Adverse Event

e [e== |

User Account 5 o
assword must contains:

* Minimum of 8 characters

Email S{Jﬁ_mdd@dh_guv_hl{ Maxirmum of 15 characters

At least one upper-case alphabet
At lzast one lower-case alphabet

Support »
Contact Telephone for Public

Enguiries

At lzast one digit
At lzast one special character

URL

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — User Account Management

. - - > L 11} o= SEE
Medical Device Information System (MDIS) SR UM  Logout
User Account

Account

Login Mame * sof Reset Password w

Medical Device

Delink iAM

Trader

English Name 506 Trader Smart
Safety Alert Chinese Mame Given Name Surname
Post Title Designation
Adverse BEvent .
Title v Please confirm
User Account Are you sure to delink with "iAM Smart"?
Email s06_mdd@dh.gov.hk Fax
Support »
Contact Telephone for Public Mabile Telephone for Urgent No Yes
Enguiries Use {24 hours)
URL

NEXIFY

(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

submission)
— i i i ; : Experia01

Overview on the status -

To-Do
of the application
= MD :22 Trader A safety Alert () Adverse Event
Medical Device Drafting n Drafting n Drafting a Drafting n
Require Outstanding Info m Require Outstanding Info u Under Assessment Under Assessment m
Tadr (Screening) (Screening)
Require Outstanding Info u Require Outstanding Info a
(Application) (Application)
A Safety Alert
= ty Approved/Rejected m Approved/Rejected m
Inspection Require Followup a
@ Adverse Event
| . Pre-market Post-market
Click to view
details of the MD Screening Application(s) Pending Submission
application
Actions Screening no.  + Y  sStatus Category Type Company Name Y  Nameof
Update Drafting MD-C2&3&4 New Experia Tech -
Drafting MD-C2&3&4 New Experia Tech Name
Bulk selection
Undate Drafting MD-C2&38:4 New Experia Tech Test2312
and apply
. Drafting MD-C2&384 New Experia Tech Test2312 &
actions N
w

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — To-Do Overview

Medical Device

To-Do

2 MD

Drafting

Require Outstanding Info

Medical Device Information System (MDIS)

an

ita Trader

Drafting

Require Outstanding Info

aa

A safety Alert

Drafting

Is Your Product A Medical Device? Wn

Under Assessment

Experia01

Last Login: 2024-03-08 15:37

() Adverse Event

m Drafting

Under Assessment

FY

Tl (Screening) (Screening)
Require Outstanding Info Require Outstanding Info
(Application) (Application) Filters can be applied for Contains
Safety Alert . o
ty Approved/Rejected m Approved/Rejected m Sortlng submissions
Inspection Require Followup a
Adverse Event And ¥
Pre-market Post-market Contains v

User Account

MD Screening Application(s) Pending Submission

Actions Screening no.  + Y Status Category Type Company Name Y Name of
Drafting MD-C2&3&4 New Experia Tech -
Drafting MD-C2&3&4 New Experia Tech Name
Drafting MD-C2&3&4 New Experia Tech Test2312
Drafting MD-C2&3&4 New Experia Tech Test2312 -
4 4 -

https://mdis-uat.mdd.gov.hk/#




Individual Users — To-Do Overview

Medical Device Information System (MDIS)

Medical Device

Trader

Safety Alert

Adverse Event

User Account

To-Do

2 MD

Drafting

Require Outstanding Info

(Screening)

Require Outstanding Info

22 Trader A Safety Alert

Drafting

Drafting
o]

Require Outstanding Info

o - |

Under Assessment

(Screening)

0] Require Outstanding Info

(Application) (Application)

Approved/Rejected m Approved/Rejected m
Inspection Require Followup a

Pre-market Post-market

Switch to Post-market

SA Report(s) Pending Submission

Actions

cases

D T

Screening no. 4
No records available.

<l 10 ¥ | items per page

AE Report(s) Pending Submission

(LAST UPDATED ON 15 APRIL 2024)

T

Status

o]
0

Is Your Product A Medical Device? Wﬂ Experial1

Last Login: 2024-03-08 15:37

(1) Adverse Event

Drafting

Under Assessment

0-0of 0 items

20

s



2) Functionalities in Individual User Interface
-Report Medical Device Safety Alerts
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Individual Users — Report Medical Device Safety Alert (P. 1-3)

— [ 1 1 |
. Medical Device? / gz 506
[',[»] -} UAT (PreProd_v1.1.0) Is Your Product A ? - msm  Eng | B e Logn 20240824 1428 Logout

Safety Alert Module

Create Alert

Search Create Alert

Medical Device

Trader

Case Screen Case

SEfEt}-'MEFt Case no. eqg: HK-2018-0001 /0001 /201 8

Alert Reference Model

Adverse Event

| lear Arcount

Click to switch

between Click "S'earch"
modules to fl'nd
submitted

NEXIFY alerts

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — Report Medical Device Safety Alert (P. 2-3)

Medical Device Information System (MDIS)

Safety Alert

Form PICS

Medical Device

Safety Alert Identification

Experial01
Last Login: 2024-03-08 15:37

* - Mandatory field =

Is Your Product A Medical Device? Mn

Mandatory fields are

highlighted in red

Trader
Safety Alert Identification day/month/year ﬁ l Alert Reference I
Date *
Safety Alert
Reporter Contact Information
Adverse Event
Role Company Name Experia Tech
User Account
Contact Person Cheung Laurence Post Mobile
Telephone 91231234 Fax Email p_laurence@nexify.com.h
Device Information
Device Name *
H u Y]
Click “Submit” to apply form
validation checking
# Listed HKMD no. Make Model Status M

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)
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Individual

Users — Report Medical Device Safety Alert (P. 3-3

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Medical Device Information System (MDIS)

Experia01
Last Login: 2024-03-08 15:37

* - Mandatory field =

Is Your Product A Medical Device? mﬂ

Safety Alert

Form PICS

It is Mandatory to
check the PICS

B () &6 HRER

Personal Data (Privacy) Ordina

1. Purpose of Collection
The personal data that are provided by you in connection with this Report Form or when you are in contact with the Department of Health (DH) in connection with in this Report Form will be

used by the DH for medical device safety alert monitoring and management. The provision of personal data is voluntary. If you do not provide sufficient information in the Report Form as

specified, we may not be able to provide assistance to you.

. Classes of Transferees
The perscnal data you provided are mainly for use within the DH but they may also be disclosed to other Government bureaux / departments, or relevant parties for the purpose mentioned in

paragraph 1 above, if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclosure is allowed under the Personal

N

Data (Privacy) Ordinance.
A confirmation pop-up window will display the
case number upon successful reporting.
Example: Report sent <SA2024-510250>
The safety alert will be sent for MDD
assessment.

. Access to Personal Data
You have a right to request access to and correction of your personal data as provided in accordance with the Personal Dai
to obtain a copy of your personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee ma:

w

4. Enquiries
Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addre

Executive Officer (Medical Device)
Medical Device Division, Department of Health
Room 604, 6/F, 14 Taikoo Wan Rgad
Taikoo Shing, Hong Kong
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.

Scroll down to check the PICS

| hereby acknowledge the above statement. L ACEBERZE2EREREL LEE -

(LAST UPDATED ON 26 SEPTEMBER 2024)




2) Functionalities in Individual User Interface
-Report Medical Device Adverse Events
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Individual Users — Report Medical Device Adverse Event
(P. 1-3)

i i i i icad Experia01 -
Medical Device Information System (MDIS) LLyiiikE) Is Your Product A Medical Device? o< I naiines TS
Adverse Event Module

Create AE

report, Click

Medical Device Search to expa nd LRP
drop down
12 Trader Case Screen Case
Safety Alert e
Model

Adverse Event

User Account

Click "Search"
to find

submitted AE
reports

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024) 30
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Individual Users — Report Medical Device Adverse Event

(P. 2-3)

= Medical Device Information System (MDIS)
Medical Device Adverse Event Report Form - for Local Responsible Persons

Form  PICS Mandatory fields are

highlighted in red

Medical Device

I. Administrative Information

Is Your Product A Medical Device? [l E’:?fof;:[’z‘m -

Classification

a LRP Awareness Date

Trader
ReportType I --- v l LRP Report no.
Date of this Report I ﬁ l Date of Adverse Event
Safety Alert P
Expected Date of Next a
Report
Adverse Event
User Account Particulars of the LRP Submitting_this Report
MName Cheung Laurence Company Name
Address
Formatted v

Save as Click “Submit” to apply form

draft validation checking Unit

(LAST UPDATED ON 26 SEPTEMBER 2024)

Experia Tech

" - Mandatory field =
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Individual Users — Report Medical Device Adverse Event
(P. 3-3)

== Medical Device Information System (MDIS) [[ILITEE] Is Your Product A Medical Device? <1} E’éf’fﬁoz‘mm_wm

* - Mandatory field =

Medical Device Adverse Event Report Form - for Local Responsible Persons

Form | | IS [—0 It is Mandatory to
check the PICS

Medical Device

Personal Data (Privacy) Ordi (EAER (FLFE ) 1561) FBiEZER

Trader 1. Purpose of Collection

The personal data that are provided by you in connection with this Report Form or when you are in contact with the Department of Health (DH) in connection with in this Report Form will be
used by the DH for medical device adverse event investigation and management. The provision of personal data is voluntary. If you do not provide sufficient information in the Report Form as

Safety Alert specified, we may not be able to provide assistance to you.

n

. Classes of Transferees
The personal data you provided are mainly for use within the DH but they may also be disclosed to other Government bureaux / departments, or relevant parties for the purpose mentioned in
paragraph 1 above, if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclosure is allowed under the Personal

Adverse Event

Data (Privacy) Ordinance.
User Account : v

w

. Access to Personal Data
You have a right to request access to and correction of your personal data as provided in accordance with the Personal Data (P
to obtain a copy of your personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee may t

A confirmation pop-up window will display the

4. Enguirias case number upon successful reporting.
Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be address E l . R t t <SA2024 51 0250>
Executive Officer (Medical Device) Xamp e epor sen -
Medical Device Division, Dep, ! o The adverse event report will be sent for MDD
Room 604, 6/F, 14 Taikoo Wa q . .
e e Scroll down to check the PICS investigation.

Telephone number: 3107 8453
Email address: mdd@dh.ge -

| hereby acknowledge the above statement. L ACEBERZE2EREREL LEE - ]

Np>

NEXIFY Click “Submit” to apply form

validation checking & submit

(LAST UPDATED ON 26 SEPTEMBER 2024)




Functionalities in Individual User Interface

» Other reporting-related matters
» Access draft reports
» Checking report status
» Responding to Case Enquiries

NNNNNN

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — Access draft Reports

= Medical Device Information System (MDIS) [l e Rk By i3 Eng & i"fmgir:zomg_“_&_ Logout
To-Do
@ To-Do
A Safety Alert (@ Adverse Event
& Medical Device Drafting Drafting
Under Assessment n Under Assessment n
ui Trader
A Safety Alert
@ Adverse Event Post-rmarket
& User Account SA Report(s) Pending Submission
@ Support » Actions D YT  Screeningno. 4 Y  Status
[ ven | veee- | ERER 107539 Drafting .
M4 1 q L 10+ | items per page 1-1of1items
Saved draft reports will appear in the Report(s) Pending
. - Submission To-Do list. Click "View" to view the submission,
AE Report(s) Pending Submission " > ! o o > )
Update” to continue editing, or “Discard” to discard the
Actions draft reports
MNa records available. :
N> LR A LA 10 ¥ | items per page 0-0of0items

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)
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Individual Users — Check Report status

The status will be updated according to MDD's procedures. You can check the latest status by
clicking “Safety Alert” / “Adverse Event” and search the case record of interest.

= Medical Device Information System (MDIS) >N ETE S RPN LogoLi

Safety Alert Module
Medical Device Search
Trader Case Screen Cass
Safety Alert Case no. H

Alert Refe Model .
Addverce Event FrReterenee e In the ‘Case' tab, you can search for case, view the
] latest status, and submit supplementary information

if needed.

User Account

Search Result l l
Actions o 4 Case no. Source Open Date File Closing D... Status Co
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Individual Users — Responding to Case Enquiries

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

1. Access “Conversation” tab for the case to view the enquiry from MDD
2. Click “Reply” to provide complete reply or supplementary information

Safety Alert - HK-2024-0103 * - Mandatory field  *

Report Conversation

]Tﬂersation

2 Reply

Subject: [Our ref no. HK-2024-0103 [ 24f0<-ﬂ 17:12:59 Tuesday
From: [SO{MD)2] Marcus NG

Our ref no.: HK-2024-0103

Dear Sir/Madam,

Manufacturer: Test Manufacturer
Model: ABC

Model Identifier:

With reference to the Medical Device Safety Alert (FSCA Ref: Testing 20240924) (Link: < ») conceming the captioned product, | should be grateful if you would confirm with us the followings:

Np>
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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.
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