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1 INTRODUCTION

This user manual is prepared for the purpose of the operational function of the Post Market
Online Reporting System.

Medical Device Centralized Reporting System (MeDCReSt) is developed using a web-based
method in which it utilises the internet access via internet server. In order to access this
system, user has to key in the URL address onto the internet server as followed:

https://medcrest.mda.gov.my

The screen below shows the expected webpage after the address has been keyed In.

i!_"d!h" DcResy MEDICAL DEVICE CENTRALIZED REPORTING SYSTEM

Login

The user manual contains important information on operating the online reporting system,
correctly and efficiently. Following this user manual helps establishments to carry out
responsibilities of post market requirements under Medical Device Act 2012, Act 737,
Medical Device (Duties and Obligation of Establishments) Regulation 2019 and its
respective guidance documents conveniently, quick and easy as possible.


https://medcrest.mda.gov.my
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2 GENERAL

21 LOGIN

Legin
L
IIIIIIII ™

Click *Sign In” button H

a. The Login page will be displayed as above and the user required to fill the
information needed (Please use your MeDC@St 2.0+ log in information
(Main Account) for the first-time user.):

1.
2.

3.

Please enter the User username.
Please enter the User password.

Click the m button.

The pop-up below will be displayed:

Confirmation *

registerad with MDA are avallable in Malaysia
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5. If the device registered with MDA are available in Malaysian market

click n button and the system will redirect the user to the
Dashboard (Refer to 2.3 DASHBOARD).
6. If the device registered with MDA are not available in Malaysian

market click “ button and the pop-up instruction for manual
reporting will be displayed as below.

0=

I. If the user wants to make a report of an Incident, please click
the “Mandatory Problem Reporting” link.
II. If the user wants to make a report of Field Corrective Action,
please click the “Field Corrective Action” link.
[ll.  If the user wants to make a report of Recall, please click the
“‘Recall” link.

IV. If the user wants to cancel, please click the button.

b. The user needs to log in to the system using the same username and
password as the MeDC@St 2.0+ account.

c. If the user wants to reset their password, please click the “Forgot Your
Password ?” button.

d. If the user wants to view the FAQ, please click the “FAQ” button.

e. If the user wants to view the User Manual, please click the “User Manual”
button.

f. If the user wants to view the Public View Listing, please click the “Public
View Listing” button.

g. If the user wants to view the Helpdesk, please click the “Helpdesk”
button.
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22 LOGOUT

Click “Profile” icon
o Search.. ‘ o

a. The 0 icon button is located at the navigation bar. Click the o icon
button and the system will display the sub-menu:

- Account

() Logout o Click “Logout” button

b. Click © Legout pytton,
c. The system will end the user session and will redirect the user to the login

page.
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2.3 FORGET PASSWORD

Enter Username o

Click "Send Passwor
Lk Send Password

Reset Link"™ button

a. The Forget password page will be displayed as above and the user
required to fill the information needed:
1. Please enter the User username.

2. Click the button and the system will send an

email.

b. The user will received an email as below:

Click "Reset

Password” button

Copy "Link” Given
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1. To continue with reset password, User need to click the

Reset Password

button or copy the “Link” given in the email.

Reset Password

c. After click the button or open the “Link” given, the
system will displayed as below to proceed for the next step:

« Breait | specisl charasciel (o.g. "MEEFRSRE] s
P
o Enter New Passward
B

o Entar Canfirm Password

Click "Reset
Password” button

1. Please enter the username.
2. Please enter the new password.
3. Please enter the confirm password.

4. Click the button. If the reset password is successful the
system will redirect the user to the Dashboard (Refer to 2.3
DASHBOARD).
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24 DASHBOARD
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a. The Dashboard page will be displayed as above:
1. Establishment Details (Refer to 2.3.1 Establishment Details).
Table list of Users (Refer to 2.3.2 Table list of Users).
Report Counter (Refer to 2.3.3 Report Counter).
Latest of MPR (Refer to 2.3.4 Latest of MPR).
Latest of FCA (Referto 2.3.5  Latest of FCA).
Latest of Recall (Refer t02.3.6 Latest of Recall).

ook whN

10
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2.4.1 Establishment Details

Medical Device Authority Development Team [ICTlo Establishmant Mame
L] Establishment Licance Mumber

L
o Person Responsibla Mame

a. This section will display establishment details that consist of:
1. Establishment Name
2. Establishment Licence Number
3. Person Responsible Name

2.4.2 Table list of Users

Takde Filbering

Lser
Information

Page Mavigaton

a. This section will display list of user :

1. Table Filtering
Enter any related
keyword
Click “i* tooltip oﬂ o Il o

Click “Search”

icon
button

I.  User can click 0 icon and the pop-up information related to
table filtering will display as below:

11
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Information Click “X” button o x

Searching Steps

e any heyword

ick the ssarch icon button (| CL |) to find the report

Click "Close” bution o H

Close
> Click % button or - button to close the pop-up.

Enter any related keyword (based on information given).

Click E icon and the system will display the result.

2. User Information that consist of:

Name
Username
Role

3. Page Navigation

-:--:n:-i'h-r
O —(// ©

First Page o Last Page

Page Number

Button ’ is to navigate to the first page.

i
Button is to navigate to the previous page.

Button - ? is the page number.

¥
Button is to navigate to the next page.

12
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B

V. Button is to navigate to the last page.

2.4.3 Report Counter

MPR Reporting FCA Reporting Recall
Form Farm Reparting Fomm

Cunrent Complated Currant Complotad Currest Caormanbartad

4 0 3 0 2 0

Todsl appdacation form m @
o Total application farm

a. Dashboard have three (3) report counter that will be displayed as above:

1. MPR Reporting Form - This counter displays the number of Current
MPR reports that are in process and MPR reports that are Completed.

2. FCA Reporting Form - This counter displays the number of Current
FCA reports that are in process and reports FCA that are Completed.

3. Recall Reporting Form - This counter displays the number of Current
Recall reports that are in process and Recall reports that are
Completed.

4. Total Application Form - This counter displays the total number of
reports that are in process and reports that are completed for all
modules (MPR, FCA, Recall).

13
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2.4.4 Latest of MPR

Click “Wiew™ buticn

L g g b Ty O g Wrme o | rree begeon Crgre i syem iy g hlu° o prn

List of
Rapart

a. Latest of MPR will be displayed as above:

1. List of Report - This table will display ten (10) latest reports of MPR.

2. Click button and the system will display the report. (Refer to
3.5 VIEW).

2.4.5 Latest of FCA

Click "View™ button

=9

et w Her uir Gabmsimen thutn svabom Lmrgd il T st
" Eptme tmm (b el . Babn

14
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a. Latest of FCA will be displayed as above:

1. List of Report - This table will display ten (10) latest reports of FCA.

2. Click button and the system will display the report. (Refer
to 4.4 VIEW REPORTING)

2.4.6 Latest of Recall

Click “View™ bution

- Arah Hetwranrg e arms [Eeaete ] fage e Mmo
==
L Ve |
o=
==
[ 1 ] o=
.
==
i |
| ® Vi |

a. Latest of Recall will be displayed as above:

1. List of Report - This table will display ten (10) latest reports of Recall.

2. Click button and the system will display the report. (Refer to
5.4 VIEW RECALL REPORT)

15
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2.5 SYSTEM NOTIFICATION

a. System notification only focuses on reports with Overdue and almost
Overdue status.

b. There two (2) type of System Notification:
1. Notification Pop-up

I.  Notification pop-up is to notify the user that there are report with
Almost Overdue and Overdue status:

Mlart! Maass tako nata of thase application ! Chick “X" bution ° 4

Overdue Applications

MPR

Click "Click Here”

link Click “Close” button °n

[I.  Notification pop-up will appear at the Dashboard (Refer to 2.3
Dashboard) and will be displayed as above:

> Click C©lickHere |ink and the system will redirect to the list
of Notification as below:

Motfcaton

Linrgad Motificaon tabs Rigad Motifization tahs

goooand

16
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o Unread Notification tab

"o B o Fewm Aerw

=
=
0 =
=
=

m List of Notifications - This table will display a list
of unread notifications for the report with Almost
Overdue and Overdue status.

m Click button and the system will display
the report:
m MPR (Refer to 3.5 VIEW).
m FCA (Refer to 4.4 VIEW REPORTING).
m Recall (Refer to 5.4 VIEW RECALL
REPORT).

o Read Notification tab

Click “Wiew" Bution

- e o [y [P

o

m List of Notifications - This table will display a list
of read notifications for the report with Almost
Overdue and Overdue status.

m Click button and the system will display
the report:
m MPR (Refer to 3.5 VIEW).
m FCA (Refer to 4.4 VIEW REPORTING).
m Recall (Refer to 5.4 VIEW RECALL
REPORT).

Close
> Click ¥ button or - button to close the pop-up.

17
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2. Notification Bell

Click "Bell” button

o search.

1
F

-~
=

l. " icon button is located at the navigation bar

lI. Click ‘ icon button and the system will display a list of
Unread Notification as below:

Click
‘MDA/MPR/P0275-T5615819-2022"

Matification link

=N
MDAS/MPRS/PO2TS-TS615819-2022 are
Almost Overdue

1 WEEK AGD

o O MPR

MDA/ MPR/PO2TA-950M2T3-2022 are
Unread Almost Overdue
Motifications

1 WEEK AGO

Click "View all
notifications™ button

> Unread Notifications are the list of unread Notifications for
the report with Almost Overdue and Overdue status.

> Click the “MDA/MPR/P0275-75615819-2022" link to view
the report and the system will open the view page:

o MPR (Refer to 3.5 VIEW).
o FCA (Refer to 4.4 VIEW REPORTING).
o Recall (Refer to 5.4 VIEW RECALL REPORT).

> Click button and the system

will redirect to the list of Notification as below

18
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Motfcaton

Linread Motification &hs Rizad Matificabon tabs

- - Mhakd e L

J =

=

=

=

=

o Unread Notification tab
[ Cick “Vimw® puticn |

L L L e ﬂiﬂ-\-
=
=
[ 1] =
—
=

m List of Report - This table will display a list of
unread reports that are Almost Overdue and
Overdue.

m Click button and the system will display
the report:
e MPR (Refer to 3.5 VIEW).
e FCA (Referto 4.4 VIEW REPORTING).
e Recall (Refer to 5.4 VIEW RECALL
REPORT).

o Read Notification tab

> List of Report - This table will display ten (10)
latest reports of Recall.

19
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> Click button and the system will display
the report:
e MPR (Refer to 3.5 VIEW).
e FCA (Refer to 4.4 VIEW REPORTING).
e Recall (Refer to 5.4 VIEW RECALL
REPORT).

Close
> Click * button or - button to close the pop-up.

20
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2.6 USER PROFILE

Click “Profile” icon

o Search.. ‘ O

a. The o icon button is located at the navigation bar. Click 0 icon
button and the system will display the sub-menu:

& Account o Click “Account” button

(M Logout

b. The list of sub-menus will be displayed as above. Click ® Account pytton
and the system will open the user profile page.

User Profile

o Enter Mamea

o Entar Email

Click “Change
Password” button

21
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c. The User Profile page will be displayed as above and the user required to
fill the updated information:

1. Please Enter the Updated Name.
2. Please Enter the Updated Email.

3. Click m button and the user information are updated.

4. Click button and the system will display the change
password pop-up as below:

Change Password Click “X" bufton o X

o Ender Cufrent Pagsward

o Enter Mew Passwond
Mow Password

Click
“Eye”
oo

tuthan

~ . Enter Confim Passwornd
Confirm Password

Clhick "Close” bution

I. Please Enter the Current Password.
II. Please Enter the New Password.
[1l. Please Enter the Confirm Password.

IV.  Click = icon button, to view the password that you enter.
V.  Click the m button and the password is updated.

Close
VI. Click the % button or - button to close the pop-up.

22



Medical Device Authority Medical Device Centralized Reporting System
Ministry of Health Malaysia

(MeDCReSt)
2.7 SEARCH

Enter Keyword
Sl Qo s O 2 ™
tooltip icon ' wr

a. The search box (input field) is located at the navigation bar as above:

1. User can click i ] icon and the pop-up information related to search
will display as below:

Information Click “X” button o x

Searching Steps

1. Type any keyword

Reference Number
Medical Device Name
Report Type

2 Press EI'IIH oUtton On your hl-\_,.'l!:-- yard

Click “Close” button o =

Close
l.  Click * button or - button to close the pop-up.

2. Enter any related keyword (based on information given).

3. Press the “Enter” key on the keyboard and the system will display
the result as below:

23
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Search Result
Saarch Rawult Taible Filbaring
]
Bllagh p (e
Br nberare R Uiahe o Bagertor. L Vyiom o st Hirten Astisn

. ] - = = F
- Click "Log El
baatian
- - e E
1w Bytrin iy
e Bpplewhor Type Baporia=p Stety
AT A = Bepoiting 1 W View
revr e FETEm Eppieiie Typm el B (B
50 P00 g Submiisd
Tpgmmrg Arplcatior Typa Ragordsg Statua
T RS —— 4 i - 3 Frqeatis i
e - -4 TiLETo=. Appicatior Typa Iremtigation S
LR Frasiluyatar Sai i
_ Al — Repartiag Sigh
woa Baperiey - A ; @ View

Enter Keyword

Click "Search”
Q o [alWi (a3}

> User can click (i icon and the pop-up information related
to table filtering will display as below:

Information Click *X~ buthon o X

Searching Steps

1. Type sny keysord
Relsrence Murmbes
Diata of Raparting (yyyy-mimecid]) (Egi S030-0n-01)
Madical Device Nama
ype of Heport
Report Slalus

Cilok the se arch icon button | G |} 1o find the repart

Click "Close” button o m

Close
o Click %X button or - button to close the
pop-up.

24
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> Enter any related keyword (based on information given).

> Click E icon and the system will display the result.

[I. Click button and the system will display the report:
> MPR (Refer to 3.5 VIEW).
> FCA (Refer to 4.5 VIEW REPORTING).
> Recall (Refer to 5.4 VIEW).

lll.  Click @ button and the system will display the pop-up list
of Log as below:

FCA Log Form

M. Dt S Edmtur Ot

Click “Close” button o m

Close
> Click - button to close the pop-up.

25
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2.8 MY DEVICE

Dashboard

MANDATORY PROBLEM
REPORTING (MPR)

FIELD CORRECTIVE

ACTION (FCA)
Click “MyDevice"
RECALL Menu

My Device

a. The Sidebar Menu will be displayed as above:

1. Click m menu and the system will redirect users and
display the list of devices.

My Device

List of My Device Table Fillering
2 0

s B

e bwnic m Wampiase gbiar B

List af
Devices

b. Page of My Device will be displayed as above:

1. List of Devices are the list of registered devices from Medcast 2.0.

2. Table Filtering

26
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Enter Keyword

N © (2 ]
tooltip icon QO  Search. o

I.  User can click o icon and the pop-up information related to

table filtering will display as below:

Information Click “X" buttan o X

Searching Steps

1. Type any keyword:
Device Registration No
Medical Device Name

2. Click the search icon button (| Q |‘! to find the report.

Click “Close” button o “

Close
> Click X button or - button to close the pop-up.

II.  Enter any related keyword (based on information given).

. Click E icon and the system will display the result.

27
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3 MANDATORY PROBLEM REPORTING (MPR)

3.1 MANDATORY PROBLEM REPORTING (MPR) SIDEBAR

Dashboard

MANDATORY PROBLEM
REPORTING (MPR)

Create New
Reporting

TING

Draft Reporting

Status of
Submission
Reporting

Investigation
Dashboard

Status of
Submission
Investigation

FIELD CORRECTIVI
ACTION (FCA)

a. Mandatory Problem Reporting (MPR) sidebar will be displayed as
above:

1. Create New Reporting : Display the new create page for
Reporting. (Refer to 3.3 CREATE NEW REPORTING)

2. Draft Reporting : Display the Reporting with a ‘Draft’ status.
(Refer to 3.2.1 Draft Reporting)

3. Status of Submission Reporting : Display the list of reporting
that have been submitted by the user. (Refer to 3.10.1 Status of
Submission Reporting)

4. Investigation Dashboard : Display the Investigation main
dashboard. (Refer to 3.2.2 Investigation Dashboard)

5. Status of Submission Investigation : Display the list of
investigation reports that have been submitted by the user.
(Refer to 3.10.2 Status of Submission Investigation)

28
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3.2 DASHBOARD

3.2.1 Draft Reporting

List of Dratt o Table Fillering

il P P ) L1 " E

Action Bution

a. The Draft Reporting page will be displayed as above:

1. List of Draft
I.  List of Draft will display the list of reporting that has
been saved as draft.

2. Table Filtering

Enter any related keyword
Information
Tooltip

Search...

E E
Click “Search” button

l.  Click o icon to get more information related to
table filtering and the pop-up will be displayed as
below :
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Information o W
Click “X" button

Searching Steps

1 _-.-F:-- any keyword:-
MPR Reference Number
Medical Device Name
Diate (yyyy-mm-dd) (Eg: 2020-01-01)

2. Click the search icon button [| CQ, | ) to find the report

Click “Close” button o =

> Click * button or button to close
the pop-up.
[I.  Enter any related keyword (based on information
given).

. Click E icon and the system will display the
result.

3. Action Button

I.  Click button to view the reporting that
has been saved as draft and the view page (Refer
to 3.5.1 View Mandatory Problem Reporting)

lI. Click button to update the reporting.
(Refer to 3.7.1 Edit Mandatory Problem
Reporting)

lll.  Click button to view the reporting log and
the pop-up will be displayed as below :

30
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Mandatey Problem Reparing (MPE)Log Click “X” button o :

Applicstion Log Details - MDAMPRPOROT- MOWIT2-2022

Click “Close” button o [ e |

Close
> Click * button or - button to close
the pop-up.

IV.  Click button to delete the reporting.
(Refer to 3.8 DELETE MANDATORY PROBLEM
REPORTING)

31
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3.2.2 Investigation Dashboard

Investigation Dashboard

Click “Application Reporting
Table” tabs o

L4 W BT N ND N CRCAL DIVIOH NAME  DATE (DOVMMSTY) DU DATH [DOWWSATT) TATLS

Click “Crverdue Reporting

Table” tabs

Table Filtering

S—

Iﬁﬂﬁan

Action Button
a. The Investigation Dashboard page will be displayed as above:

1. “Application Reporting Table” tabs
I.  “Application Reporting Table” tabs will display the
investigation report with the status of New, Draft
and Return from MDA.

2. “Overdue Reporting Table” tabs
I.  “Overdue Reporting Table” tabs will display the
investigation report with the status of Almost
Overdue, Overdue and Extend Date. (Refer to 3.9
OVERDUE REPORTING TABLE)

3. Table Filtering

Enter any related keyword

© search. H Q |°
Information
Tooltip

Click “Search” button

l.  Click o icon to get more information related to

table filtering and the pop-up will be displayed as
below :
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Iinformation Click “X" button o *

Searching Steps

1. Type any keyword:-

MPR Reference Number

Medical Device Mame

Date (yyyy-mm-dd) (Eg: 2020-04-01)
Due Date (yyyy-mm-dd) (Eg: 2020-01-01)
Status

?. Click the search icon button :E 1 1o find the report.
Click “Close” button o =

> Click % button or button to close
the pop-up.
[I.  Enter any related keyword (based on information
given).

. Click E icon and the system will display the
result.

4. Action Button
I.  Action button in the Investigation Dashboard will
be displayed based on statuses as shown below :

STATUS ACTION

MNow Ignm
i=log

H @ View
Draft & Edit

Return from
MDA

i & © Jiii
5 B
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> Status New : New investigation report that
has not yet been opened and has not yet
been filled out by the user.

o Click button to create

investigation report. (Refer to 3.4
CREATE INVESTIGATION
REPORT)

o Click button to view the

investigation report log and the
pop-up will be displayed as below :

Mandatory Problam Reporting [MPR) Lag Click “X" button o x

Application Log Details : MDAMPR/POS06- 21205052022

0=
-
m Click % button or

button to close the pop-up.

> Status Draft : Investigation report that has
been opened but has not yet been
submitted by the user.

o Click button to view the
investigation report. (Refer to 3.5.2
View Investigation Report)

o Click button to update the

investigation report (Refer to 3.7.2
Edit Investigation Report)

o Click button to view the

investigation report log and the
pop-up will be displayed as below :
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Mandubory Problam Reporting [MPR) Log Cli{:k ﬂxll bu[‘lﬂn o )

Application Log Details - MDA PR/ POS06- JHIE0E- 20D

Q=
-
m Click X button or

button to close the pop-up.

> Status Return From MDA : Investigation
report that has been returned by the MDA
for the user to update an incomplete report
or there are corrections that need to be
updated.

o Click EXED button to view the
investigation report that has been
returned from MDA. (Refer to 3.5.3
View Return From MDA)

o Click button to update the

investigation report that has been
returned from MDA. (Refer to 3.7.3
Edit Return From MDA)

o Click button to view the

investigation report that has been
return from MDA log and the pop-up
will be displayed as below :
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Mandalory Probium Reperiieg [MPE] Log E“Ck "x“ bUﬂDﬂ o )

Application Log Detads - MOA VPR POSGS (TS0 Pk

Click “Close” button o =

Close
m Click % button or -

button to close the pop-up.
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3.3 CREATE NEW REPORTING

Figure X shows flow-chart of the steps to be taken by user before making submission for Mandatory
Problem Reporting under Section 40 of Act 737

Mandatory Problem Reporting (MPR)

e e e e

MANDATORY PROBLEM REPORTING FORM
Madical Devics Act 2012 (AST 737

Garctiusn 40, At TIT sl Regulation & Modezal Dervics (Duties wsd Dbl ol Eqtabdish Pagpds o]

= |-

This page DOES NOT FiAT AR AUTO SAWT FUSCTION. Pass cick the BADE BUTTON o T onem of 188 pags sl clck T AVE AS DRAFT n e confrimancs. ol

Pr———— AL AR DO0S S4BT 00T o MPR Refarence Number

; . . o Section A : Location of Incident

v Sl St bt o Section B : Backgrownd Informaticn

R T e - " )
Sechon L Device Information

o Section D : Incident Information
G e iEed 1D el bR hiE

T
Ciasbumten o Dreclaration

T 1 Heapraible ]
for b | kskmani
Jeh Titie UL H I
Tebrpdwire MIT4LATIG
el Ak friems ! i AT R T

o Button Section

a. The Create New Reporting page will be displayed as above :

1. MPR Reference Number
.  MPR Reference Number will be displayed as below :

LM Ml ot o b B PTG AP A

. MPR Reference Number is auto-generated by the
system.
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2. Section A : Location of Incident
I.  Section A will be displayed as below :

= Becties & - Lecstias of Iscadest

[I.  User must select one of the radio button whether the
location of the incident is in Malaysia (In Malaysia) or
outside Malaysia (Outside Malaysia).

l.  Ifthe user select @ '™ Malaysia

> The pop-up will be displayed as below :

[T PR T P ¥

Click

" " u “Confirm”
Click “Clear
Yol © === W

> User are required to fill in all fields that marked
with an asterisk (*). User can choose to fill or not in
the fields that not marked with an asterisk (*).

> Click m button to close the pop-up.
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Clear
> Click - button to clear the form in the
pop-up.

IV. If the user select
> The pop-up will be displayed as below :

© Outside Malaysia

If incident occurred outside Malaysia : x

Mama of country Australia -

hvar 3 i
where the ident Mlanss chooss one of The oplicns

Click "Confirm” m
button

> User are required to select the name of the country
where the incident occurred in the dropdown
button.

occurred*

> Click m button to close the pop-up.

3. Section B : Background Information
I.  Section B will be displayed as below :

= kot B Belkpread bforme e

0 limieiam

Catageey | I repart snal
e s P b 050 ey
Aoads e dhin
ikl o i
oy
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[I.  User are required to fill in all fields that marked with an
asterisk (*). For question Number 1 (Date of Reporting)
will fill in automatically based on current date.

[ll.  Important notice will be displayed as below based on the
radio button category that has been selected in question
Number 3 (Report Category).

0 Important

Category 1, MPR report shall
be submitted within 30 days
from the date of
establishment aware on the

incident

© Important

Category 2, MPR report
shall be submitted within 10
days from the date of
establishment aware on the
incident

© Important

Category 3, MPR report
shall be submitted within 2
days (48 hours) from the
date of establishment aware

on the incident

IV.  For question Number 5 (Time period of reporting from the
date of incident), the system will fill in automatically once
the user selects the date on question Number 2 (Date of
Incident). This time period indicates the period of how
many days the user took to report from the Date of
Incident. Question Number 5 will be displayed as below :
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If the user select the date on question Number 4 (Date of
establishment aware on the incident) more than the
specified period from the date on question Number 1
(Date of Reporting), the Justification text area will be
displayed as below :

Catngory & W rmport

wnill I i lde il mites

L e LT e )
.

User need to fill in the text area to justify the delay of the
period that has been set according to the act. The
minimum number of characters for this field is 40
characters. If user does not fill in more than 40
characters, user will not be able to submit the reporting.

4. Section C : Device Information

Section C will be displayed as below :
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Tatmr i ePmins [lrwwm

Click "Add Details of Affected o oo

Devices" button

[I.  User are not required to fill in this field because the field
for Section C is not mandatory for reporting.

lll.  Click the dropdown button to select Medical Device
Registration No.

IV.  All questions will be automatically filled by the system
according to the Medical Device Registration No. that the
user has been selected except for Table of Affected
Devices.

V. button will be enabled

after the user fills in the Medical Device Registration No.
in Question 1.

VI. By clicking button, the

system will display Details of Affected Devices page
shown as below :
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Mandatory Problem Reporting (MPR)

Click “Add

Details” button o Action Button

Pabis of Efmrtead [weran

o Buppotng Docermesd L]
T adahnderes’ s deram o b gl roos fie & oapboal @ ghos e et

- -
> Click button to add the details

of the affected devices and the pop-up will be
displayed as below :

Add details of affected devices

@ Please fill in one (1) information from the four (4) elements displayed

Hatch no
Lot no
Sarial no

Expiry Date dd / mm / yyyy

Click “Clear” o = ﬂ
button

> User can fill in only one (1) information from the
four (4) elements displayed.
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> After user fill in the field, click n button to
store the information into the Table of Affected
Devices.

> Click button to clear the form in the

pop-up.
> |f user wants to fill in the next details, user need to

- -
click button again.

> In the Action column, there are two (2) buttons that
user can use which is :

o Click button to update the details
of affected devices in the table. The pop-up
will be displayed as below :

Update details of affected devices 4

Batch no

Sarial no

Expiry Date dd 7 mams £ vy

Click “Clear”
button o
m Click button to update

the details.

o ] o
Click "Update”
button

Clear

m Click button to clear the
form in the pop-up.

o Click button to delete the details
from the table. The pop-up will be displayed
as below :
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Delete details of affected device
Click
Are you sure want to delete? o "DEIEtE"
button
Cick Cancel” R’ dl o= | = ]

button

m Click button to delete the

details.

Cancel
m Click button to cancel and

delete the details.
> User may download the template excel file and
upload at a given file upload section.

{Establishment mav download the template excel file & upload at given file section)
Template [ : Template for Table of Affected Device xlsx &

> For Supporting Document for Table of Affected
Devices, user are not required to upload the file
because this section is not mandatory. User are
allowed to upload excel files only and are allowed
to upload more than one file.

o Click “Browse” button o
— [ —

Click “Upload File" button

> User can choose the file that needs to be uploaded
by clicking on B®%e.| putton. Then click

Upload File
button to upload the file.

> Under the supporting document upload file section,
it will display the file uploaded by the user.
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+ MPR_Table of Affected Device(2) (MDA_MPR_PO0O03_39494718_2022)
(LeBF2UTd).xlsx

> Click button to continue to the

next question for Section D.

5. Section D : Incident Information
I.  Section D will be displayed as below :

= Bt O e beformaiion
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[I.  User are required to fill in all fields that marked with an
asterisk (*). User can choose to fill or not in the fields that
not marked with an asterisk (*).

6. Declaration
I.  Declaration will be displayed as below :

II.  User are required to tick the checkbox that marked with
an asterisk (*).
[ll. In this section, the system will display person responsible
details which are :
> Name of Reporting Person
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> Job Title
> Telephone
> Email Address

7. Button Section
[.  Button section will be displayed as below :

Back

II. Click - button to go back to the previous page.
There will be two (2) types of pop-up that will be
displayed as below :

Back Confirmation Pop-up

Back Confirmation b4

Are you sure to back to the previous page? o

o
Click “No” button
Click “Yes”
button
> Back Confirmation Pop-up

o If the question Table of Affected Devices in
Section C has been filled, this Back
Confirmation pop-up will be displayed.

Yes

o Click the button to go back to the
previous page.

o Click the “ button to stay on the same
page.
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H Draft Confirmation Pop-up
Draft Confirmation »

Changes you make will be lost if you navigate away from this page. Do
you want to leave this page AND SAVE AS DRAFT? o

O
Click "Save as
Draft” button
> Draft Confirmation Pop-up

o If the question Table of Affected Devices in
Section C has not been filled, this Draft
Confirmation pop-up will be displayed.

o Click button to save the

reporting as draft.

o Click the “ button to delete the
reporting.

Clear
ll.  Click - button to clear all the information in the
reporting except the default value.

Preview PDF
IV.  Click - button to preview the reporting in

Portable Document Format (PDF) format. (Refer to 3.6.1
Preview PDF Mandatory Problem Reporting)

V. Click m button to submit the reporting. This

button will be enabled once the user tick both of the
checkboxes in the Declaration section.
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3.4 CREATE INVESTIGATION REPORT

Figure X shows flow-chart of the steps to be taken by user before making submission for Investigation
Report under Section 40 of Act 737

INVESTIGATION FORM
Medical Device Act 2012 (ACT 737)

Saction 40, Act 73T snd Aeguistion § Medics] Dewice {Dhetine and Obligati of Extnblisk | Rmguaiags ]

¥ |- el

Thee page e e AUTO S8T FURCTION. Your form would be ssved mriomatcaly s o maks progress on the Brovwasy, Flaass Be cautous with yoer cass et

PR Bpberecr i RATHA AP RPEE S COSAMSTE 3033 MPR Reference Number

* Sacion A ; Devics intematisn o Section A : Device Information

¥ Gewtwm B Bl ol Mangde b ity o Section B : Resulls of Manufacturer Investigation

e T Patiest |darmanasn _ ) _ ) )
Section C : Patient Information

o Daclaration
Decigration

- i -
athrs Lt el o A S S % off Act IS st wign o barrails sy Swcie - wt T
:IllI -:
[YrreT
LA ITPE
Bl Al [T, S

Bulton Section

a. The Create Investigation Report page will be displayed as above :

1. MPR Reference Number
I.  MPR Reference Number will be displayed as below :

N Ml mms o [CELR LR SR LT
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MPR Reference Number is auto-generated by the
system.

2. Section A : Device Information

Section A will be displayed as below :

Table ol AMpcted Duvicas®

Click “Edit / Add Details of o

VI.

Affected Devices" button

User are required to fill in this field because the field for
Section A in the Investigation Report is mandatory. If user
already fills in Device Information in Mandatory Problem
Reporting (MPR), the data will be displayed in this
section.

Click the dropdown button to select Medical Device
Registration No.

All questions will be automatically filled by the system
according to the Medical Device Registration No. that the
user has been selected except for Table of Affected
Devices.

button will be enabled

after the user fills in the Medical Device Registration No.
in Question 1.

By clicking button, the

system will display Details of Affected Devices page
shown as below :
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Mandatory Problem Reporting (MPR)

Click “Add

Details” button o Action Button

Pabis of Efmrtead [weran

o Buppotng Docermesd L]
T adahnderes’ s deram o b gl roos fie & oapboal @ ghos e et

- -
> Click button to add the details

of the affected devices and the pop-up will be
displayed as below :

Add details of affected devices

@ Please fill in one (1) information from the four (4) elements displayed

Hatch no
Lot no
Sarial no

Expiry Date dd / mm / yyyy

Click “Clear” o = ﬂ
button

> User can fill in only one (1) information from the
four (4) elements displayed.
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> After user fill in the field, click n button to
store the information into the Table of Affected
Devices.

> Click button to clear the form in the

pop-up.
> |f user wants to fill in the next details, user need to

- -
click button again.

> In the Action column, there are two (2) buttons that
user can user which is :

o Click button to update the details
of affected devices in the table. The pop-up
will be displayed as below :

Update details of affected devices 4

Batch no

Sarial no

Expiry Date dd 7 mams £ vy

Click “Clear”
button o
m Click button to update

the details.

o ] o
Click "Update”
button

Clear

m Click button to clear the
form in the pop-up.

o Click button to delete the details
from the table. The pop-up will be displayed
as below :
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Delete details of affected dewce

Click
Are you sure want o deleta? o IIDEIE‘E"
button
Click "Cancel” o ﬂ m

button

m Click button to delete the

details.

Cancel
m Click button to cancel and

delete the details.
> User may download the template excel file and
upload at a given file upload section.

{Establishment mav download the template excel file & upload at given file section)
Template [ : Template for Table of Affected Device xlsx &

> For Supporting Document for Table of Affected
Devices, user are not required to upload the file
because this section is not mandatory. User are
allowed to upload excel files only and are allowed
to upload more than one file.

o Click “Browse” button o
— [ —

Click “Upload File" button

> User can choose the file that needs to be uploaded
by clicking on B®%e.| putton. Then click

Upload File
button to upload the file.

> Under the supporting document upload file section,
it will display the file uploaded by the user.
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= MPR_Table of Affected Device(Z) (MDA _MPR_POD0O3Z_39494718_2022)
LeBF2UTd). xisx

. .
> Click button to continue to the

next question for Section D.

3. Section B : Results of Manufacturer Investigation
I.  Section B will be displayed as below :

R e e e e T T B
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User are required to fill in all fields that marked with an
asterisk (*). User can choose to fill or not in the fields that
not marked with an asterisk (*).

For question Number 4 (In Malaysia, this MPR leads to
FCA and Recall Action?), when user select ‘Yes’ in the
radio button, a checkbox will be displayed as below :

n Malaysia, this MPR © Yes

User need to choose whether to open a report for
8 Fca only, © Recall only or both @ FCA ang
8@ Recall from the investigation report.

The FCA and Recall will be automatically opened through

the investigation report after user submits the
investigation report.

Click 0 button to get more information about multiple
file upload. The pop-up will be displayed as below:
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T Click “X" button o ‘

Click "Close" button o =

Close
> Click * button or - button to close the
pop-up.

ection C : Patient Information
I.  Section C will be displayed as below :

v Secson O Pellesl wvlsimates

Talile af P et Infarmation®

Mo Bt o dBgday

Click “Add Patient Information” o [ st |

button

[I. Section C will be appeared when user chooses based on
the situation as below in Mandatory Problem Reporting
(MPR) :

> Situation 1

57



Medical Device Authority
Ministry of Health Malaysia

> Situation 2

ype of affected

facility*

ent locaton of

wode  Information on
tate of device is af

the tzmse of the report
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(MeDCResSt)

Governmeant hospital / climc
© Private hospital / clini
Unknown

Othars

n Ramain implanted
Explantad
Disposad
Lduarantined at usar's i
Quarantimed ot establishmant
Roturnad to manufacturer

Othors

[ll.  If user does not select one of the elements based on the
situation as above, the Section C display will not be
displayed on the investigation report.

IV. By clicking button, the system will

display Patient Information page shows as below :
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Mandatery Problem Reporting (MPR) Click “Add

Patient

Tablm ol Patimed vy o s

Information ]
RN Action Button

> Click button to add patient

information and the pop-up will be displayed as
below :

Add patient information ®

Gaswchan F¥ Famalo

Mala

Patient outcome® Daath
Lifa throataning
Haspitalizad
Congenital smnomealy
Restpuirad intarvanticn 10 prevant

PEmanET imgsairment ; damage

Cithars

0 ==
button

> User are required to fill in all fields that marked
with an asterisk (*).

> After user fill in the field, click m button to
store the information into the Table of Patient
Information.
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Clear
> Click - button to clear the form in the

pop-up.
> |If user wants to fill in the next details, user need to

. .
click button again.

> |n the Action column, there are two (2) buttons that
user can use which is :

o Click button to update the details
of patient information in the table. The edit
patient information page will be displayed
as below :

Mandmtesy Prablem Deperting (WP

§ A Pypars Indeyrrndion

- Click "Update”
_— button

Update

m Click button to update
the patient information.

o Click button to delete the details
of patient information from the table. The
pop-up will be displayed as below :

Click
o ' button
Click "Cancel” o
=
m Click button to delete the

details

Dwlate Patient Information
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Cancel
m Click button to cancel and

delete the details.

.
> Click button to return to the

investigation report page

5. Declaration
|.  Declaration will be displayed below :

Declaraniar

II.  User are required to tick the checkbox that marked with
an asterisk (*).
[ll.  In this section, the system will display person responsible
details which are :
> Name of Reporting Person
> Job Title
> Telephone
> Email Address

6. Button Section
|.  Button section will be displayed as below :

Back

II. Click - button to go back to the previous page and
the confirmation pop-up message will be displayed as
below :
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Back Confirmation »

Are you sure to back to the previous page?

o
Click “No” button
Click "Yes button

Yes
> Click the - button to go back to the previous

page.

> Click the button to stay on the same page.

Clear
. Click - button to clear all the information in the
investigation report except the default value.

Preview PDF
IV.  Click - button to preview the investigation

report in Portable Document Format (PDF) format. (Refer
to 3.6.2 Preview PDF Investigation Report)

V.  Click m button to submit the investigation report.

This button will be enabled once the user tick both of the
checkboxes in the Declaration section.
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3.5 VIEW

3.5.1 View Mandatory Problem Reporting (MPR)

a. Click button to view the reporting and the view page will be
displayed as below :

Mandatory Problem Reporting (MPR)

MANDATORY PROBLEM REPORTING FORM
Medical Device Act 2012 (ACT 737

Spction 40, Act 737 snd Regulstion S Medicsl Device (Duties snd Obligations. of Extablishment) Regulations 201

WP Brhst gotel o P

Whsare the mcaden occuwrred 1

MNama of cosardry wbads The o sderd oo cwared

S taen B Bachground isformation

1 Deite of fiyporting L

? [hste o irar st
1 Bt £ @teguety

4 Date of ectablichimert sware about the incidem

Vs parsod of reporting from the dete of incident i day

T e -
I + o
bt -

T e ey Do e e T i S, Sl Dl

G Dty of facted damces m
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I gl o e e

L trrrw e e dae g Tt e pin s

5 e o T e el o T m ket

T il e ek Ty T rclaleke i T O vvg ks |

L et of egEnor Repor

Click “Prewiew
PDF" button
Click “Back” bulton o B

Preview PDF
1. Click - button to preview the reporting and the

system will generate the Portable Document Format (PDF)

format. (Refer to 3.6.1 Preview PDF Mandatory Problem
Reporting)

Back
2. Click - button to return to the previous page.

3.5.2 View Investigation Report

a. Click button to view the investigation report and the view
page will be displayed as below :

64



Medical Device Authority Medical Device Centralized Reporting System

Ministry of Health Malaysia

Mandstory Problem E'n-p{wn-\g (MPR)

INVESTIGATION FORM
Madhan| Davias Act 2012 (ACT 737
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Click "Preview
PDF" button
Cicx Bk bution K 2 ] = | ~eemre |

Preview PDF
1. Click - button to preview the investigation report and

the system will generate the Portable Document Format (PDF)
format. (Refer to 3.6.2 Preview PDF Investigation Report)

Back
2. Click - button to return to the previous page.

3.5.3 View Return From MDA

a. Click button to view the investigation report that has been
returned from MDA.
1. The view page for status Return from MDA is the combination of
the view page of Mandatory Problem Reporting (MPR) (Refer to
3.5.1 View Mandatory Problem Reporting) and the view page
of Investigation Report (Refer to 3.5.2 View Investigation
Report).
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3.6 PREVIEW PDF

3.6.1 Preview PDF Mandatory Problem Reporting (MPR)

a. There are two (2) types of Preview PDF :
1. Preview PDF for Draft Report will be shown as below :

PN Device

MANDATORY PROBLEM REPORTING FORM

Medical Device Act 2012 (ACT 737)

Section 40, Act 737 and Regulation § Medical Device (Duties and Obligations of Establishment)
Regulations 2019

MPR Reference Mo, MDASMPR/POIG-TITTTo66-2022

Section A : Location of Incident

Where the incident occurred

Lection B ; Hl:h:grni'-.q Inf e an

Category 1
ilure of device affectivensass;
= Detenoration of device effectveness:

* Inadequacy in labelling or IFU

4. Date of atﬂ:ﬂiwt the incident

&, Tirme pericod of rypgrling trom the date of incident B days
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Saction C : Devica Information

1L Medscal device regestratson no,

2. Device name

3. Brand name

4. Clasa of device

& Manul ectured uime

6. Details of siected devices

o display

7. Supporting Document for Table of Aﬁocl-’d:h;yr"':r ™ Q« T )

6. List of other devices involved in the sccident

7. Immciate action taken by the establishment during
incident

B. Submistinn of imvestigation Report

I.  The Declaration section will not be included in the
Preview PDF for Draft Report.
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2. Preview PDF for Submitted Report will be shown as below :

PG Device

MANDATORY PROBLEM REPORTING FORM

Medical Device Act 2012 (ACT 737)

Saction 40, Act 737 and Regulation 5 Madical Device (Duties and Obligations of Establishmant)
Regulations 2019

MPH Reference No. MDA/MPR/POS0S-22N20808- 2022

Section A : Location of Incident

Where the incedent ocourred Cutside Malaysia

MNama of country where the incident oocunred Auatralia

Section H ; Ihr.ﬂgrn“nd Informaticon

1. Date of reporting 30/03/2022
2. Date ol incident 22/08,2022
1. Report category Category 1

¢« Failure of device affectivenass;
 Dateroration of device stfectivens

¢ Inadequacy in labelling or IFL

4 Date of establishmant peare sbout the incident 230872022

5. Time period of reporting from the date of incident A days
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Section C ; Device Information

1. Medical device reglstration no.

GMDTESTFORHOSTOND

2. Dewsce name MEDICAL TESTOND
3. Brand name TESTOND
A Class of dewce O

5. Manufacturer name

MANUFACTURER ON

B Details of affected devices

Mo st to display

7. Supporting Document for Table of Affectad Devices

1L incident occurred related to

& Connection Problem
= Activation, Positioning or Seperation Problem
= [Installation-Related Problem

s Adverss Event Without ldentiied Device or Use

Problem

2. Description of ncident

3. Device opsrator during time of incident

Process output tor sstablahment hosnss for 2015 KPP - 1

worlnng days with complete spploaton

Healthcare Professsons

4. Usage of dence

5. Device disposition / current kocation

= Single Use / Disposables

» Reuse of Reusable

Disposed
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6. List of other devices involved in the accident

T. Irvmisdiate sction taken by the establishment during
sreCichmnt

8. Submission of Imestigation Report

Within 30 days after submessson

Parson Responsible for tha Establishmant HOST on

Job Title MANAGER

Talaphone Numbar M23456789

Email Address hostONM@sebumbung.com

3.6.2 Preview PDF Investigation Report

a. There are two (2) types of Preview PDF :
1. Preview PDF for Draft Report will be shown as below :

I | Device

INVESTIGATION FORM

Medical Device Act 2012 (ACT 737)

Section 40, Act 737 and Regulation 5 Medical Device (Duties and Obligations of Establishment)
Ragulations 2019

MPR Reference Ma.

MDA/MPR/PO3E-502445098- 2022

Saction A : Device Information

L. Medical device registration no. GMDTESTFORHOSTORS
2. Device name MED ESTOND
3. Brand nams TESTON

4. Class of device

\
P!
/

—
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Y Mﬂ;ﬁ)ﬂ/ H%'L/I}Ej)ﬂ/
&. Datadls of ad vl Batch no. Lot no. Serislno.  Expiry date

Mo lat to displey

-
T. Supporting Docurmant for Table of Afectad Devsces Mo file sttached

Section B : Results of Manufacturer lnvestigation

1. Irvvestigation finding « Clinical Imaging Problem identified

+ Diparational Problem identified

2. Root cause of the incident

5. Corrective Action and Proventive Action has been taken
by the manufscturer

4. This MPR leads 10 FCA and Recall Action?

5. Irnvestsgateon report provched T /l"‘\

6. Was the incsdent reporied to other Regulatoy
Authorities?

-
7. Submission Dete of Investigetion Report / mmmcf x )

W T Tatant elod catios

o display

.  The Declaration section will not be included in the
Preview PDF for Draft Report.
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2. Preview PDF for Submitted Report will be shown as below :

Device

Bl Y,

INVESTIGATION FORM

Medical Device Act 2012 (ACT 737)

Section 40, Act 737 and Regulation 5§ Medical Device (Duties and Obligations of
Establishment) Regulations 2019

MPR Relerence Mo,

MDA/MPR/ POZI5-48T 0369 2022

Saction A : Devics Information

GMDTESTFORHOSTOND

1. Madical devicn regiitration no.
2. Devico name MEDICAL TESTONMD
3. Brand narme TESTOND

[i]

d. Class of dewice

5. Manufscturer nams

MANUFACTURER OM

6. Details of affected devices

A450-500

oV 2022

T. Supporting Document for Table of Affected Devices

& Mo file attached
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St B Risults of Manufectunss brress g ton

1, lrvwestigation finging

Problem ldentified

Optice

+ Software Problem dentifed

» Oparational Problem kdestfud

& oo ment Probler ldent doed

2. Root cause of the incident

Corrective Action and
Preventnee Acton has
DEan Ten Oy the

st uner

3. Correctres Achion and Proventrve Action has been talken Yes
by the manufactures
A Thiz MPR leads to FCA and Recall Action? Vs
» FCA
= Recs
5. Investigation report provided? . i ]
. Was the incident reported to other Regulatoy Yeas

Authorities?

7. Submatgion Date of Imeastigation Report

Parson Responsibla for the Establishment HOST om
Job Tithe MANAGER
Telephone Mumber M2 BASETED

Emall Address

host0T i sebumbung. com
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3.7 EDIT

3.7.1 Edit Mandatory Problem Reporting (MPR)

a. A part of the Edit Mandatory Problem Reporting (MPR) page will be
displayed as below :

[+]

1. Users can update all information in this report.
2. The process to submit the updated reporting will be the same as
submitting a new report. (Refer to 3.3 CREATE NEW

REPORTING)
3.7.2 Edit Investigation Report

a. A part of the Edit Investigation Report page will be displayed as
below:

1. Users can update all information in this investigation report.
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2. The process to submit the updated investigation report will be
the same as submitting a new investigation report. (Refer to 3.4
CREATE INVESTIGATION REPORT)

3.7.3 Edit Return From MDA
a. A part of the Edit Return From MDA page will be displayed as below :

& R cawne of 1he moklem®

1 Corrective Action snd Frossrowve Acoon has been

& |In-lﬂ.llhlllql|llphﬂl|-||""

W The iscident separisd in odver Baguismry
Airnrties ™

Remark section .

7. Submiuaion [ete of imvetigetion Beport

Parion Respondible tar tha Eanabbs v

Job Tithe
Telaphore

Emeail Aidiras

svn seon J 1 F T o [

1. Users can only update the information that has ‘No’ remark in
this report.
2. Button Section
[.  Button section will be displayed as below :

ﬂm
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Back
II. Click button to go back to the previous page and
the confirmation pop-up message will be displayed as
below :
Back Confirmation 4

Are you sure to back to the previous page? o
o “
Click "No" button

Click “Yes™
button

Yes
> Click the button to go back to the previous

page.

> Click the “ button to stay on the same page.

Preview PDF
. Click - button to preview the investigation

report in Portable Document Format (PDF) format.

IV.  Click m button to submit the investigation report.
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3.8 DELETE MANDATORY PROBLEM REPORTING (MPR)

a. Click button to delete the reporting and the pop-up will be
displayed as below :

Delete Form !
Click "Delete” button
ant 1o deleta the form? o

W
el © e
button

1. Click button to delete the Mandatory Problem

Reporting (MPR).

2. Click button to close the delete pop-up.

Ara WOl B
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3.9

Apphcation Reporting Table

L MFR BEFERENCE NO.

MOAMPR
PORITS TSGR 200

MDA MPR
AT -BSOT TR 20

; WALA R
POSTZ-FHESL07- 2072

a. The Overdue Reporting Table tabs page will be displayed as above:

Medical Device Centralized Reporting System
(MeDCResSt)

OVERDUE REPORTING TABLE

Ohvardus Raport

) Tabds { 3 )

Tabla Filtering

0 s

h -Q.

MEEDSCAL DATE DUE DATE
DEVICE MAME DMLY (DORARLTYY) STATUS

MEDICAL Alrrest
— TR
TESTOMA 220X 01 25T 205D Cverchss
Action Button (Almaost Overdue)
. < Wi
PRI PATLIOE? T & Ehit
Chesrdus =
= Lo
MEDICAL T W v
i,
== 1B P02T PVDARORT Crvarel i = Extand Duta [0V7)
B e Elg

1. Table Filtering

Tooltip

Information

Action Button (Overdue)

Enter any related keyword

o Search... o

ajo

Click “Search” button

[. Click i icon to get more information related to table
filtering and the pop-up will be displayed as below :
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Information Click “X" button o *

Searching Steps

Type any keyword:
MPR Reference Number
Medical Device Mame
Date (yyyy-mm-dd) (Eg: 2020-04-01)
Due Date (yyyy-mm-dd) (Eg: 2020-01-0H)

Status

k the search icon button ( C'L ]r-::-I|".-1I"|-r:'-p:-::".
Click “Close” button o =

Close

> Click % button or - button to close the
pop-up.

[I.  Enter any related keyword (based on information given).

. Click E icon and the system will display the result.

2. Action Button for Almost Overdue Status

I.  Click button to view the investigation report that
has been almost overdue. (Refer to 3.5.2 View
Investigation Report)

II. Click button to continue updating the
investigation report and submit the investigation report
before overdue. (Refer to 3.7.2 Edit Investigation
Report)

.  Click button to view the investigation report log
and the pop-up will be displayed as below :
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Msndaiory Problem Reporting (MPR) Log

Click “X" button

Application Log Details : MOASMPRAPOZTE-9B0M2TE-2022

ETATUS

R Al .
L Iireuritigation regert ane Almost Ovandes
XL {lsercius
by e L ere Mandeiary PFrobdem Reporiing (MPR) regsort has HCXS
Submted

E o i BT TR

BRI Orait Mandaory Protloem Reporting (MPR) roagst had HICET
Il
LRE iErl] b, warviscl am dralt

Click “Close” button o

Close
> Click * button or - button to close the
pop-up.

3. Action Button for Overdue Status

I.  Click button to view the investigation report that
has been overdue. (Refer to 3.5.2 View Investigation
Report)

lI. Click button to request extension time
and the pop-up will be displayed as below :

Click X" button

Do you need more extention time? ( 0/2 ) o *
oL MIMDE R Establish W can ¥ 1 1o extend the dale up o {2} tiemes onby for
e (1]} mpyplecation.
Request for axtension 30 days
na:*
o 90 days
120 days
160 days
180 days

Justfcanon®

Click "Confirm" button
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> Click m button to submit the request for
extension time.

> Click % button to close the pop-up.

. Click button to view the investigation report log
and the pop-up will be displayed as below :

bared nbory Problem Boeporieg (MPE} Log Clich ”K" h L“.tﬂn o s

Applhcation Log Details : MOABAIPRSPOET2-21138602-2023

LT
-] § Crvmrdu T i h dad thay Hir 1 -
L. LY
1203 " . Mandstory Peobk Rmporting (MPR) report hes bean 15T
Sasbomi b
el submted H
1R Mandsaery Feoblem Heporiing (MPH) report hes baan 11|
st
420 wiind ai diaht fils

Click “Close” button o [ cow |

Close
> Click * button or - button to close the
pop-up.
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3.10 STATUS OF SUBMISSION INVESTIGATION

3.10.1 Status of Submission Reporting

Mandatory Problem Reporting (MPR)

List of Reporting Table Filtering

0 e 0 |
DATE MEDICAL DEVICE LOCATION
L [=] (OO Y] MAPR BIFERENCE NO, Pk (INSIDLAOUTRIDN, ETATUS ACTION
RACRA A m
MECHEAL TESTONI s Mal it
IR TE P TR T )
Wi | I M it
4 4
MEDHEAL TESTONN M Mibmite |
- SA LG0T
RACHA AP m
) 1o Mal brnitsed

Action Button

a. The Status of Submission Reporting page will be displayed as above :
1. List of Reporting
I. List of Reporting will display the list that has been

submitted by the user.

2. Table Filtering

Enter any related keyword

© search. H Q |°
Information
Tooltip

Click “Search” button

I.  Click 0 icon to get more information related to table
filtering and the pop-up will be displayed as below :
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Information [:lick “X" button o b4
Searching Stops
1. Type any keyword:-

MPR Reference NMumber

Date (yyyy-mm-dd) (Eg: 2020-01-01)
Medical Device Name

Location (nside / Out '=.|r1-:.~:

2. Click the search icon button {| 'Q, |) to find the report

Click “Close" button o =

Close

> Click * button or - button to close the
pop-up.

[I.  Enter any related keyword (based on information given).

. Click E icon and the system will display the result.

3. Action Button

I.  Click button to view the submitted reporting and
the view page. (Refer to 3.5.1 View Mandatory Problem
Reporting)

II. Click button to view the reporting log and the
pop-up will be displayed as below :

Mandatory Prablem Reporting [MPR) Log Click “X" button n .

Application Log Detsily - MDA MPR/POZI0E- THI0E0S- 2002

Click “Close” button o ﬂ

Close
> Click * button or - button to close the
pop-up.
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3.10.2 Status of Submission Investigation

Investigation Report Investigation Repert
o Counter
b 0 - 0

List of Finnl Report ° o Table FI“.BI'II'I'H

0 a

MG DATH (DO MAPH R PR NECE e ] e T B Pk e By b T T el BTAFUE i Ty

a. The Status of Submission Investigation page will be displayed as
above :

1. Investigation Report Counter
I.  There are four (4) types of reports counter will be
displayed :

> Case Submission : The total of investigation
reports that have been submitted by the user.

> Under Processing : The total of investigation
reports that are in the process of evaluation by the
Evaluation Officer.

> Total Case Running : The combined total for Case
Submission and Under Processing.

> Completed : The total for the investigation report
that has been approved by the Approval Officer.

2. List of Final Report
I.  List of Final Report will display the list that has been
submitted by the user.
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3. Table Filtering

Enter any related keyword

© search. o Q o
=
Tooltip

I.  Click 0 icon to get more information related to table
filtering and the pop-up will be displayed as below :

Information Click “X" button o X

Searching Steps

1. Type any keyword:-
MPR Reference Number
Date (yyyy-mm-dd) (Eg: 2020-0H-01)
Medical Device Mame

Lacation (nsda ]l.l::lriir:

a

Click “Close" button o =

2. Click the search icon button |

) to find the report.

Close
> Click * button or - button to close the

pop-up.
[I.  Enter any related keyword (based on information given).

[ll.  Click E icon and the system will display the result.

4. Action Button

[. Click button to view the completed and
submitted investigation report (Refer to 3.5.2 View
Investigation Report)

II. Click button to view the investigation report log
and the pop-up will be displayed as below :
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Bandatary Probsam Rapsrting (MPR) Lag Click X" button o *

Applicasion Log Dietail - MOASMPR/PO2SE-ART 105852027

TR i Mssdaiory Problam Beportisg (M) raport he bea O
Trad

Click “Close" button o m

Close
> Click * button or - button to close the
pop-up.
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4 FIELD CORRECTIVE ACTION (FCA)

41 FIELD CORRECTIVE ACTION (FCA) SIDEBAR

Drashibosard

MANDATORY PROBLEM
REPORTING (MPRE)

FIELD CORRECTIVE
ACTION (FCA)

Create New
MNotification Report

FCA Report Overdue

FCA Dashboard

FCA Report Completed

User Management

a. Field Corrective Action (FCA) Sidebar will be displayed as above:

1. Create New Notification Report
I.  Create New Notification Report will display the create
page for Notification report. (Refer to 4.3.1 Create New
Notification Report)

2. FCA Dashboard
I. FCA Dashboard will display Field Corrective Action (FCA)
main dashboard. (Refer to 4.2 FCA DASHBOARD)

3. FCA Report Overdue

I.  FCA Report Overdue will display the list of FCA reports
that are overdue. (Refer to 4.8 FCA REPORT OVERDUE)
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4. FCA Report Completed
I.  FCA Report Completed will display the list of FCA reports
that are completed. (Refer to 4.9 FCA REPORT
COMPLETED)

89



Medical Device Authority Medical Device Centralized Reporting System
Ministry of Health Malaysia (MeDCReSt)

4.2

FCA DASHBOARD

Field Corrective Action

FCA Repart Counter o

= Betam Dt / Batirn Cwmtt EFT
el bom WA Fa iy i Troem MDA Fasbava Tt WA,
1 0 0 0 0 0
Tl EC By 1
o Click "Create New Notification Report”™ button
List of FCA Bport e List of FCA Report Table o Table Filtering
E -
- [T, o Caacs Marve  [ess FOA To e Commeaicansd ToUse  Dune Subremon  Cuns Mopoms Compienon  Typa of Began e re—

.

a. Field Corrective Action (FCA) Dashboard page will be displayed as
above:

1. FCA Report Counter.

List of FCA Report Table.
4. Table Filtering.

w

4.2.1 FCA Report Counter

o Maolification Report Countar o Falkow Up Report Counter o Closura Raport Counter

e Wb Cemit S Vafim Lrwt =

b Frpr Wi ieh Babrmretes Froen RADE St tieg e WL

1 0 0 o 0 0

wicasene: ()
a. FCA have three (3) report counter that will be displayed as above:
1. Notification Report Counter - This counter displays the number

of Notification reports with Draft/Submitted status and reports
that are Returned From MDA.
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2. Follow Up Report Counter - This counter displays the number
of Follow Up reports with Draft/Submitted status and reports that
are Returned From MDA.

3. Closure Report Counter - This counter displays the number of
Closure reports with Draft/Submitted status and reports that are
Returned From MDA.

4. Total FCA Report.

Draft /
b. User can click on Submitted tg view the list of all reports with Draft and
Submitted status according to the report type. Table below shows the
list for the Notification Report.

st of FCA Nosficanon: Tetal Report

Tabla Filtering o o

- i Bl n e R e bl o Fecgnmmd | g i o By [rr-

0 G

a. Table Filtering shown as below:

Enter any related keyword

© Ssearch. H Q |°
Information
Tooltip _ _

I.  User can click the 0 icon to get more information
related to table filtering and the pop-up will be displayed
as below:
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o e — e mee — e

Infarmation ®

Searching Sleps

Close

> Click the % button or - button to close the
pop-up.

[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.

Return

c. Usercan click on ™™MPA 5 view the list of all reports with Return
from MDA status according to the report type. Table below shows the
list for the Follow Up Report.

List of FCA Follow Up: Return from MDA Beport

Table Fittering 0 a

L et T o o P | i T i et EC

1. Table Filtering shown as below:

Enter any related keyword

© search. H Q |°
Information
Tooltip
Click "Search” icon

I.  User can click the 0 icon to get more information
related to table filtering and the pop-up will be displayed
as below:
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Close
> Click the * button or - button to close the

pop-up.
[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.

d. Total FCA report will display the sum of all numbers on the counter.

4.2.2 Create New Notification Report
a. Please refer to 4.3.1 Create New Notification Report.

4.2.3 List of FCA Report Table
a. List of FCA Report table will be shown as below:

List of FCA Report o List of FCA Report Table
Table Filtering o 0

[YEy —— Dt PCA T Bs Clwa Al Prnpaamd Typs ol
B [ LT i wied o Lhwsr . [ Wt | Tetuhn

Action Button

'éFme;ﬂ
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1. The List of FCA Report table shows the list of all report types
(Notification, Follow Up, Additional Follow Up, Closure) with
Draft, Submitted, and Return from MDA status.

2. Table Filtering shown as below:

Enter any related keyword

© secarch. H Q |°
Information
Tooltip .
Click "Search™ icon

I.  User can click the 0 icon to get more information
related to table filtering and the pop-up will be displayed
as below:

[mrr e — e — e -
Imtarmation )

Searching Sleps

Close
> Click the * button or - button to close the

pop-up.
[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.

3. Action Button:

I.  Click the button to view the report. (Refer to 4.4.1
View Field Corrective Action (FCA) Report)

II.  Click the m button to view the reporting log and the
pop-up will be displayed as below:
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ieldl Corrective Aot (FOA] Log

Beport Log Detals MOA/FCAPXOEMG-A4094030-2022

VI.

VII.

VIII.

-
> Click the button to close the pop-up.

Click the button to create a new Follow Up
report. (Refer to 4.3.2 Create New Follow Up Report)

Click the button to create a new

Additional Follow Up report. (Refer to 4.3.3 Create New
Additional Follow Up Report)

Click the button to create a new Closure
report. (Refer to 4.3.4 Create New Closure Report)

Click the button to update the Notification report.
(Refer to 4.6.1 Edit Notification Report)

Click the button to update the Follow Up
report. (Refer to 4.6.2 Edit Follow Up Report)

Click the button to update the Return from
MDA report. (Refer to 4.6.3 Edit Return from MDA
Report)

Click the button to delete the Notification report.
(Refer to 4.7.1 Delete Notification Report)

Click the button to delete the Follow Up
report. (Refer to 4.7.2 Delete Follow Up Report)

4.2.4 Table Filtering

a. Table Filtering will be shown as below:
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Enter any related keyword

o Search... H Q |o
Information
Tooltip

Click "Search” icon

I.  User can click the 0 icon to get more information
related to table filtering and the pop-up will be displayed
as below:

Irtaimation ®

Searching Sleps

i hif] (Eg: POF0-08=0r)
wripdatan Jyyyy i ] (Ege 300-09-01

Close
> Click the * button or - button to close the

pop-up.
[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.
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4.3 CREATE REPORTING

4.3.1 Create New Notification Report

Fisld Corrective Action

MEDICAL DEVICE FIELD CORRECTIVE ACTION REPORT

T g DEAEE ST b i AT BAAT FURCTION Fieess cem S BACE BUTTOM o1 (ke Tadies: of Fre page vl o0 b e BAeE A GRAFT = 1he pesFarsnm s

FCA Reference Mumber

5w mres B e B ke Bajea

Section A: Fiald Corrective Action Report

- Tmetee I TeisSrhemes Sarceawe

Section B: Establishment Particular

T B - i Wb Loy fovanie Section C: Affected Medical Device Details

T e 1 DL P Far s b

= mmsme | PO PR

= mmen e i Cy pnn  Bp

g T S M s R S —

v emines b e s

¥ L (Ll

Button Section

a. Creating New Notification report will be display as above:

1. FCA Reference Number.
I.  FCA Reference Number is auto-generated by the system.

2. Section A: Field Corrective Action Report.
I.  Section Awill be display as below:
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[I.  User are required to fill in all fields that marked with an asterisk

().

3. Section B: Establishment Particular.
I.  Section B will be display as below:

[I.  All information in this section will be auto-filled by the system.

4. Section C: Affected Medical Device Details.
I.  Section C will be display as below:
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pin ! Catakgeie ¢ lilara e Misiba

II.  User are required to fill in all fields that marked with an asterisk
().

lll.  Click the dropdown button to choose one Medical Device Name
for Question 1.

IV.  All questions will be automatically filled by the system according
to the Medical Device Name that the user chose except for
Question 7.1, 9, 12, 13, 14, and Table of Affected Device
Details.

V.  Table of Affected Device Details Section
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o Affected Device Details Section

Tabés of Affecied Dewsce Dwtadn®

s wmpha el e & oy [rom e e an i

L r:ll‘-‘]-'r.. : &.—
2 Tamgpias ] Y
I Template for Table of Affected
Device Details

Click “Add Details of Affected o

Devices" button

> Table of Affected Device Details will be displayed as
above.
> There are two (2) template for Table of Affected Device
Details that user can download which are:
o Example for Table of Affected Device Details
o Template for Table of Affected Device Details
> Users are required to use the template provided to upload
it in the table.

-
> button will be enabled after the

user fills in the Medical Device Name in Question 1.

> By clicking button, the system will

display Details of Affected Devices page shown as below:

T ool A ] iy v el ™

e vempiame mue Se & qpicad § e oy e
L Examyie & o Upload File Section

£ lampiass [ i
d Sm—

4 Uploaded File Saction

Click “Next” bution o |§|
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> |n the Upload File Section, users can choose the file that
needs to be uploaded by clicking button and

button will be enabled after the user chooses

Import File
the file. Then click button to import the file in

the table.

> In the Uploaded File Section, it will display the file that the
user uploads.

> In the Action column, it has two (2) button that user can
use:

o User can click button to update the
affected devices details in the table and the system
will display the popup to update the details of
affected devices shown as below:

Update details of affected devices B

Product stmlogue £ Model Mumber

Click "Update”
button
(Cick Gloarbutton J 1 J o | e |

m Click the button to clear all the
information.

m Click the button to update the
information.

o User can click the button to delete the
information from the table.
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Dalates Fam Click "Delete”
button
= O =3
button

[.  Click the button to go back to the
previous page.

[I.  Click the button to delete the affected
device details.

> Click the “ button to continue to the next

question in section C.

5. Section D: FCA Proposed Plan and Action.
I.  Section D will be display as below:

II.  User are required to fill in all fields that marked with an asterisk

(*)-

6. Section E: FCA Information.
I.  Section E will be displayed as below:

102



Medical Device Authority
Ministry of Health Malaysia

Medical Device Centralized Reporting System
(MeDCReSt)

Users are required to fill in all fields that marked with an asterisk
().

User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:
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> Click the button to go back to the previous
page.

7. Section F: Follow Up.
I.  The Follow Up section will only be opened in the Follow Up

Report.

8. Section G: Closure Information Report.
I.  The Closure section will only be opened in the Closure Report.

9. Section H: Others Information.
I.  Section H will be displayed as below:

Choose Files | &

Chogse Files | »

Il.  Users are required to fill in all fields that marked with an asterisk
(*).

[ll.  User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:
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> Click the button to go back to the previous
page.

10. Declaration.
I.  The Declaration section will be displayed as below:

II.  Users are required to tick the checkbox that marked with an
asterisk (*).
lll.  Inthis section, the system will display person responsible details
which are:
> Name of Reporting Person
> Job Title
> Telephone
> Email Address

11. Button Section.
I.  This section displays all buttons in the Notification Report.
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ot | onw [ rewror | s eren

lI. Click button to go back to the previous page. There will
be two (2) types of pop-up that will be displayed as below:

o Back Confirmation Pop-up

Click “Yes"
button

Arg you SUIa 1D g0 DICK 10 The prosnDis DRpe o
il o nE
button

> Back Confirmation Pop-up.
o If the question Table of Affected Device Details in
Section C has been filled, this Back Confirmation
pop-up will be displayed.

Back Confirmation

o Click the button to go back to the next page.

o Click the n button to stay on the same page.

Draft Confirmation Pop-up

Draift Confirmation Click "Save as

Draft” button

aFgEE o, i vl b

il WA 16 [save this page AND SAVE AS DRAFT o
s © D

> Draft Confirmation Pop-up
o If the question Table of Affected Device Details in
Section C has not been filled, this Draft
Confirmation pop-up will be displayed.

o Click the button to save the report as

draft.

o Click the “ button to delete the report.

lll.  Click the m button to clear all the information in the report
except the default value. The pop-up will be displayed as below:
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o Clear Confirmation Pop-up

Clear Confirmation Click “Clear”

button

Ara you sure want to clear all mformation?
|
Click "No I —. I —
button
i

> Clear Confirmation Pop-up.

o Click the button to clear all the
information.

o Click the n button to stay on the same page.

IV.  Click the button to view the report in Portable
Document Format (PDF) format. (Refer to 4.5.1 Preview PDF
Field Corrective Action (FCA) Report)

. Submit Notification . e

V.  Click the button to submit the Notification
report. This button will be enabled if the user tick the checkbox
in the Declaration section.
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4.3.2 Create New Follow Up Report

Field Corrective Action

e MAS AN AUTD RAVT PUNCTION o b ikl B waeedd nfor ally e p she rogiest n the Biiveis Plases e cofions m B wied » elaids

o Ni‘ﬁiﬁ;':n Field Corrective Action (FCA) Report Follow Up Farm

T timnn. & bl Conrrma-tive Bution Begeord

1 WA A Heleiws o Wil L) W NUEHE]
i1 MCIA WP Betaranis Mumbst

Tipse ot Hepart

Tiie o BCA

4. Typs of Bl Coerertive Aotisn [FOA

1. e of Coormgaany

2. Company Addrens

1. Contact Persce Nama L I -

e Saction F: Fellow Up

o Section G: Closure Information Report

o Section H: Others Inforrmation

Dastermtion o m

o Button Section

a. Creating New Follow Up report will be display as above:

1. Notification Section.
I.  Users can view the Notification section in this Follow Up report.

2. Section F: Follow Up.
I.  Section F will be display as below:
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[I.  User are required to fill in all fields that marked with an asterisk

().

3. Section G: Closure Information Report.
I.  The Closure section will only be opened in the Closure Report.

4. Section H: Others Information.
I.  Section H will be display as below:

Il.  Users can update the information in this section.

[ll.  User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:
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> Click the button to go back to the previous
page.

5. Declaration.
I.  The Declaration section will be display as below:

II.  Users are required to tick the checkbox that marked with an
asterisk (*).
lll.  Inthis section, the system will display person responsible details
which are:
> Name of Reporting Person
> Job Title
> Telephone
> Email Address

6. Button Section.
I.  This section displays all buttons in the Follow Up Report.
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II. Click button to go back to the previous page. The pop-up
that will be displayed as below:

o Back Confirmation Pop-up

Back Confirmation Click “Yes"

button

Are you SUTa 10 0 DICK 0 The pRosnDgs DRpe o
il o nE
button

> Back Confirmation Pop-up.

o Click the button to go back to the next page.

o Click the “ button to stay on the same page.

lll.  Click the button to clear all the information in the report
except the default value. The pop-up will be displayed as below:

o Clear Confirmation Pop-up

Clear Confirmation Click “Clear”

button

Are you sure want to chear all information® o
|

750 O3
button
i
> Clear Confirmation Pop-up.

o Click the button to clear all the
information.

o Click the “ button to stay on the same page.

IV.  Click the button to view the report in Portable
Document Format (PDF) format. (Refer to 4.5.1 Preview PDF
Field Corrective Action (FCA) Report)

. Submit Follow Up .
V. Click the button to submit the Follow Up report.

This button will be enabled if the user tick the checkbox in the
Declaration section.
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4.3.3 Create New Additional Follow Up Report

Field Corrective Action

Thbi jebs DOHES. BT HAME AN ALUTO SAVE FUMCTION

o Ngﬁ_ﬁ;l:n 1 Corrective Action (FCA) Report Additional Follow Up Form

1. MDA FCA Rateranca Mimbar

2, Type of Rapart
I Tithe &l PCA am g y b h

4. Typa of Flald Coveotive &othan (POA) [

Seme i [ 1 | wtablishmant Prrtioulars

3. Campany Addennn
3. Contact Person Mama

d, Job Tile RAUAMLA

5. Telephone Number {2145

o Section Additional Fallow Up
o Section G: Closure Infarmation Report

o Section Additional Others Information

o Button Section

a. Creating New Additional Follow Up report will be display as above:
1. Notification Section.
. Users can view the Notification section in this Additional Follow

Up report.

2. Section Additional Follow Up.
I.  Section Additional Follow Up will be displayed as below:
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[I.  Users are required to fill in all fields that marked with an asterisk

().

3. Section G: Closure Information Report.
I.  The Closure section will only be opened in the Closure Report.

4. Section Additional Others Information.
I.  Section Additional Others Information will be display as below:

II.  Users can fill in this section if needed.

[ll.  User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:
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> Click the button to go back to the previous
page.

5. Declaration.
I.  The Declaration section will be display as below:

II.  Users are required to tick the checkbox that marked with an
asterisk (*).
lll.  Inthis section, the system will display person responsible details
which are:
> Name of Reporting Person
> Job Title
> Telephone
> Email Address

6. Button Section.

I.  This section displays all buttons in the Additional Follow Up
Report.
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II. Click button to go back to the previous page. The pop-up
that will be displayed as below:

o Back Confirmation Pop-up

Click “Yes"
button

il o nE
button

> Back Confirmation Pop-up.

Back Confirmation

o Click the button to go back to the next page.

o Click the “ button to stay on the same page.

lll.  Click the m button to clear all the information in the report
except the default value. The pop-up will be displayed as below:

o Clear Confirmation Pop-up

Clear Confirmation Click “Clear”

button

Ara you sure want to clear all mformation?
|
Click "No I —. I —
button
i

> Clear Confirmation Pop-up.

o Click the E button to clear all the
information.

o Click the “ button to stay on the same page.

IV. Click the button to submit the Additional

Follow Up report. This button will be enabled if the user tick the
checkbox in the Declaration section.
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4.3.4 Create New Closure Report

Field Corrective Action

Thed pags HAR AN AUTD SANT PUSCTION Yoo S aabedd fe fieed Snoimalcally s plii Mmaks [l IsaE o8 e rowmtsl Pl iss Bé RN w it s eeliida

o Ng:?;f;:n Field Corrective Action (FCA) Report Closure Form

b ORADRA FOA Refer miion Numbet

L4 MATLA MIPH Betmienos Marder

wipe of lep
L Typs of Disld Coractive Rction (FCA
4. Type of Ferld Corrective Action [FCA)

4 M of Compeey wion Muthority Development Te

I Commpany Bddieis

1 Contict Parioh Mass

Section G: Closure Information Report

©
[ ] o= [ i

a. Creating New Closure report will be displayed as above:

1. Notification Section.
I.  Users can view the Notification section in this Follow Up report.

2. Section G: Closure Information Report.
I.  Section G will be displayed as below:
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[I.  Users are required to fill in all fields that marked with an asterisk

().

[ll.  User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:

-_.'_.,_“_ i R N -
Iy —
.

Close
> Click the - button to go back to the previous
page.

3. Section H: Others Information.
I.  Section H will be displayed as below:
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o |

Chosa et

Il.  Users can update the information in this section.

[ll.  User can click the 0 button to get more information about
multiple file upload. The pop-up will be displayed as below:

=2l — =
Iy —
.

Close
> Click the - button to go back to the previous
page.

4. Declaration.
I.  The Declaration section will be display as below:

Dl rabasn

118



Medical Device Authority Medical Device Centralized Reporting System
Ministry of Health Malaysia (MeDCReSt)

[I.  Users are required to tick the checkbox that marked with an
asterisk (*).
[ll.  In this section, the system will displayed person responsible
details which are:
> Name of Reporting Person
> Job Title
> Telephone
> Email Address

5. Button Section.
I.  This section displays all buttons in the Follow Up Report.

II. Click button to go back to the previous page. The pop-up
that will be displayed as below:

o Back Confirmation Pop-up

Click “Yes"
button

Are you SUrNe 12 g0 Dack t0 The Drewnius DEpe o
ol oo
button

> Back Confirmation Pop-up.

Back Confirmation

o Click the button to go back to the next page.
o Click the n button to stay on the same page.

lll.  Click the ﬂ button to clear all the information in the report
except the default value. The pop-up will be displayed as below:

o Clear Confirmation Pop-up

Clear Confirmation Click “Clear”

button

Ara you sure want 1o clear all information? o
Click "No I —. I —
button
4

> Clear Confirmation Pop-up.
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o Click the button to clear all the
information.

o Click the “ button to stay on the same page.

IV.  Click the button to submit the Closure report. This

button will be enabled if the user tick the checkbox in the
Declaration section.
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4.4 VIEW REPORTING

4.4.1 View Field Corrective Action (FCA) Report

a. Click the button to view the reporting and a part of the view
page will be shown as below:

Field Corrective Action

o Wiew Report Field Corrective Action Report

.....................

i. Job Titls LT .
L. Taispaome M umibs: i
Errvad adhivar e

P——— - Click “Preview
hens 4 . PDF" button
Gick ‘Back buton J 3 I o |

1. All sections will be shown in this report.
2. Click the button to go back to the previous page.

3. Click the button to view the report in Portable Document

Format (PDF) format. (Refer to 4.5.1 Preview PDF Field Corrective
Action (FCA) Report)
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4.5 PREVIEW PDF

4.5.1 Preview PDF Field Corrective Action (FCA) Report

a. There are two (2) types of Preview PDF:
1. Apart of Preview PDF for Draft Report will be shown below.

m o

Field Corrective Action Report Follow Up

1 MDA FCA Batarancs Mumisar MOAFCAPNOIAE-TET4I604- 3022
18 MDA PR Relsrence Mombes MOASAPRPO2SS- 4803809 2022
2. Ty of Regeort Faollow Up

A Treihe of Fesld Correctee Action (FLCA)

1 Hama of Company

& Tadaphuns MuamElp 01FIABETRD

& Emad sddress hoattH i@ sabumbung. com

I. The Declaration Section will not be included in the Preview

PDF for Draft Report.
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2. A part of Preview PDF for Submitted Report will be shown

below.

Device

Field Corrective Action Report Notification

Saction A : Feald Cor

ractive Action Report

L MD#& FCA Reference Murnber

MOASFCASPHO3AS-TOT4604- 2022

11 MDA MPR Bafarence Numba

MDA MPR/POZIS-48TI0Z6S-2032

2. Typs of Report

Matifieation

1. Tithe of Fiedd Corrective Action (FCA)

4 Typs of Feeld

etret

Retum

Section B : Establi

shment Particulars

L Mame of Company

Medical Device Authority Development Team (CT)

2. Compaey Addresis

01, JALAN CYBERIA 1, CYBERJAYA

X Contsct Person Mame HOST an
4 Job Titks MANAGER
5 Telaphans Mumiber 01Z3456T89

& Ernail scicress

hosti@ssbumbung com
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4.6 EDIT REPORTING

4.6.1 Edit Notification Report
a. A part of the edit Notification Report page will be shown below.

1. Users can update all information in this report.
2. The process to submit the updated report will be the same as
submitting a new report. (Refer to 4.3.1 Create New Notification

Report)

4.6.2 Edit Follow Up Report
a. A part of the edit Follow Up Report page will be shown below.

1. Users can update all information for this section in this report.
2. The process to submit the updated report will be the same as
submitting a new report. (Refer to 4.3.2 Create New Follow Up

Report)
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4.6.3 Edit Return from MDA Report
a. A part of the edit Return from MDA Report page will be shown below.

Bection 0 A By opamed Plan ared A tn [Tor e tws Aa Tmes

£ FCA Planmed by Edabilishmant

Saction [ ; FCA indormadion

L. Dl tha FCA arive dus o an mcidens ™

1M pus, what i the category of incident”

2. Dl shis imcident accur m Malaysia™ k
I: H yws, has tha incidan! baan mporisd 1o &
MDA )
i tha risk isociated with H
l device Dlaaith Hasard Remark section
o

4&: Evaluatien o
=
port
o

sHactad m.

Evaluaticr

&: Bachgrours
Foar

B! Hoan Caies® .

Declaration

Button Section o B

1. Users can only update the information that has a ‘No’ remark in this
report.

2. Button section.
I.  This section displays all buttons in the Notification Report.

II. Click button to go back to the previous page. The
pop-up will be display as below:
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o Back Confirmation Pop-up

Back Confirmaticn Click “Yes"

button

ATE Wil SUNE B0 00 Back 10 The Crevenus Dens

il 0O
button

> Back Confirmation Pop-up.

o Click the button to go back to the previous
page.

o Click the “ button to stay on the same page.

lll.  Click the button to view the report in Portable
Document Format (PDF) format. (Refer to 4.5.1 Preview PDF
Field Corrective Action (FCA) Report)

IV.  Click the m button to submit the updated report. This
button will be enabled if the user tick the checkbox in the
Declaration section.
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4.7 DELETE REPORTING

4.7.1 Delete Notification Report

a. Click the button to delete the Notification report and the
pop-up will be displayed as below:

Delete Motification Report Click "Delete”
button

Are you sure want to delete the form? o

Click “Cancel” =

button

I.  Click the button to close the delete pop-up.

Il.  Click the button to delete the Notification report.

4.7.2 Delete Follow Up Report

a. Click the button to delete the Follow Up report and
the pop-up will be displayed as below:

Delete Follow Up Report Click "Delete”
button
Arg you sure want 1o delete the repor? o

Click “Cancel” Camenl Duiate
button

I. Click the button to close the delete pop-up.

Il.  Click the button to delete the Follow Up report.
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4.8 FCAREPORT OVERDUE

Fiald Corrective Action

List of FCA Ovardus Reporta

Table Filtering

L LY Bsai

RADA o

LY A T

o

MDA CAPRIET 4%
L E -,

¥
4 wDAFCA “ .
Action Button (Almost

wing b2t 4

Owverdue)

a. List of FCA Overdue Report will be displayed as above:

1. Table Filtering shown as below:

Information

o Search... o

Tooltip

Click "Search” icon

Medical Device Centralized Reporting System

(MeDCReSt)

B Etenet Drnts V)

Enter any related keyword

ajo

l. User can click the o

icon to get more information

related to table filtering and the pop-up will be displayed

as below:

Imfarmation

Searching Sleps

1. Typa sy kmyword

FCA Retarenc e MNumbsr
FCA Regon Typa

Madicsl Devica Mama

FEFE T 1) (Eg: POF0O-08-O1)

& o Find The regar
a ] [ Q|

0 vy i) (Bge $00-09-010
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-
> Click the * button or button to close the
pop-up.
[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.

2. Action Button for Overdue Status:

I.  Click the button to view the report. (Refer to 4.4.1
View Field Corrective Action (FCA) Report)

II.  Click the m button to view the reporting log and the
pop-up will be displayed as below:

-
> Click the button to close the pop-up.

IV. Click the button to request extension
time and the pop-up will be displayed as below:

Do you rnesed mone extentson lime? [ 052

FRUMINDE B [ atsbimborsn] can egues! 10 arlend B Aol op twen (I tewes Giily foi
e | 1) sppilcatae

> Click the button to clear all the information.
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> Click the m button to submit the request for
extension time.

3. Action Button for Almost Overdue Status:

I.  Click the button to view the report. (Refer to 4.4.1
View Field Corrective Action (FCA) Report)

lI.  Click the button to view the reporting log and the
pop-up will be displayed as below:

i WL T TR il

R e

-
> Click the button to close the pop-up.

lll. If the report status is Almost Overdue, user have two (2)
actions to choose which are:

> Click the button to continue the report

and submit the report before Overdue. (Refer to
4.3.2 Create New Follow Up Report)

> Click the button to request

extension time and the pop-up will be displayed as
below:
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Do you nessd more extenton tims? [ 072 ] b

SeEl it B [ st abimBormet Con reguest 10 srbend B dete op o (F] teves anly o
o | 1] appicaton

Requeil or extemnaon 30 darys

Jusisficateon®

o Click the m button to clear all the
information.

o Click the m button to submit the
request for extension time.
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49 FCAREPORT COMPLETED

Field Corrective Action

List of FCA Completed Report

Table Filtering o 0 o [a]

B Wl M Meslisal Desica Mame  Date Subirdssion  Date Propossd Compdeton Ty ol Baga (ST LILE

[ Acton Button J 2 ]

a. List of FCA Completed Report will be displayed as above:

1. Table Filtering shown as below:

Enter any related keyword

© search. Q |°
Infermation
Tooltip
Click "Search” icon

[I. User can click the 0 icon to get more information
related to table filtering and the pop-up will be displayed
as below:

o e m e m e

Infarmation ®

Searching Sleps

Close
> Click the * button or - button to close the

pop-up.
IV.  Enter any related keyword (based on information given).

V.  Click the E icon and the system will display the result.

2. Action Button:
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Medical Device Centralized Reporting System
(MeDCReSt)

Click the button to view the report. (Refer to 4.4.1
View Field Corrective Action (FCA) Report)

Click the m button to view the reporting log and the
pop-up will be displayed as below:

-
> Click the button to close the pop-up.

Click the button to view the

acknowledgement letter that the system will generate for
the user. The acknowledgement letter will be displayed as
below:

T e ey P R B Rl S e e
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5 RECALL

5.1 RECALL SIDEBAR

Dashboard

MANMDATORY PROBLEM
REPORTING (MPH)

FIELD CORRECTIVE
ACTION (FCA)

RECALL
Add New Report
Form
Recall Dashboard

a. Recall Sidebar will be displayed as above:
1. Create New Notification Report
I.  Create New Notification Report will display the create page for
Notification report.
2. Recall Dashboard
I.  Recall Dashboard will display Recall main dashboard.
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5.2 RECALL DASHBOARD

Recall Dashboard

Recall Report Counter o

Click “Reporting Click "Overdue
Table® tabs Reporting Table™ tabs

a. The Recall Dashboard page will be displayed as above:

1. Recall Report Counter (Refer to 5.2.1 Recall Report Counter ).

2. Click the button to open a new report

Notification (Refer to 5.3.1 Notification Report ).

“‘Reporting Table” tabs (Refer to 5.2.3 Reporting Table).

4. “Overdue Reporting Table” tabs (Refer to 5.8 OVERDUE
REPORTING).

5. “Closure Reporting Table” tabs (Refer to 5.9 CLOSURE
REPORTING).

w

5.2.1 Recall Report Counter

MNotificationRaeport Faollow-Up Repart

Countar

Final Repori
Counter

Totnl separiing form s 10 o Toetal rEF'-‘Ur‘ﬁng farm
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a. There are three types of reports counter will be displayed as above:

Notification Report - Counter Statistic for Notification Report.
Follow-Up Report - Counter Statistic for Follow -Up Report.
Final Report - Counter Statistics for Final Report.

Total reporting form.

i

b. Users are allowed to click on the counter number to see a list of reports
running at each report stage:

1. List of Total Reporting - Displays a list of all reports at the reporting

stages (Notification, Follow-Up,Final) with Draft and Submitted status.
I.  Apart of the total reporting list will be shown below.

Final Total of Reporting
o Table Filtering

Madial Davdis Dt &l Pageiting Dot Dot P M Fafn iy
™ Pt M Pdaa 1 i vl Bmprating ddirentyy] g

o

> Table Filtering
o Users can fill in the ‘Search...” field to find the
reporting that the user wants to search. User need to

click E button to find the reporting.

o User can click i button to get more information
about filter tables.
o The information pop-up below will be displayed :
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......

> Action buttons

o Click button to view report Log Details.
m Log details will be display as below:

Bl Lag b4

H Agpicsbaom | g Db - WO Hecm il PO S (30 dd- 305

Raeport log details

 Cick cose”buton ) 3 Y ow |

e Report Reference Number.
e Report log details.

Close
o Click * button or - button to close the
pop-up.

o Click button to view the report (Refer to 5.4
VIEW RECALL REPORT).

o Click button to update all information in the
report (Refer to 5.6 EDIT REPORT).

o Click button to open Follow - Up
Report (Refer to 5.3.2 Follow-Up Report).

o Click button to open Final Report
(Refer to 5.3.3. Final Report).

o Click button to view and

print acknowledgement letters.
m Acknowledgement letters will be display as below:
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2. List of Return from MDA - Displays a list of all reports at the reporting
stages (Notification, Follow-Up,Final) with Return from MDA status.
[.  Apart of the return from MDA LIST will be shown below.

List of Final Return from MDA

s

Bhetienl Chamvien Tite = Beprting Tovm Db ]
Sage

How Ml Ho Karsa ey el S

Action buthons

e

| e ]

> Table Filtering
o Users can fill in the ‘Search...’ field to find the reporting

that the user wants to search. User need to click E
button to find the reporting.

o User can click 0 button to get more information about

filter tables.
o The information pop-up below will be displayed :
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lindfcarmraation x

_|:'|

> Action buttons

o Click EEED button to view report Log Details.
m Log details will be display as below:

Eprall Lag o

H Mgtttz | 0 Distimii - MDA Hier i PGS B D b - 205

Report log details

[ G oo tuton | 3 J| om |

Report Reference Number.
Report log details.

Close
e Click * button or - button to close
the pop-up.

o Click button to view the report (Refer to 5.4
VIEW RECALL REPORT).

o Click button to update all information in the
report (Refer to3.7.3 Edit Return From MDA ).

5.2.2 Open New report (Notification)

a. The Recall new report page will be as shown (Refer to 5.3.1
Notification Report):
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5.2.3 Reporting Table
a. The Reporting Table tabs will be shown as below:

Tabhe Fillering

Reporiing Table Tabs

1. Reporting Table Tabs - Display a list of all reporting stages
(Notification, Follow-Up,Final) with Draft,Submitted, and Return
from MDA status.

I.  Table Filtering
> Users can fill in the ‘Search...’” field to find the
reporting that the user wants to search. User need

to click E button to find the reporting.

> User can click 0 button to get more information
about filter tables.
> The information pop-up below will be displayed :

Infosrmation W

II.  Action Button

> click EEE3 button to view report Log Details.
o Log details will be display as below:
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Becadl Log =

Apapria o | ooy Uetimii  BWACA "Hietm PG Bl 10 23D

Raport log details

G coso"buton | 3 ] = |

Report Reference Number.
Report log details.

Close
o Click * button or - button to close
the pop-up.

> Click button to view the report (Refer to
5.4 VIEW RECALL REPORT).

> Click button to update all information in
the report (Refer to 5.6 EDIT).

> Click button to open Follow -
Up Report (Refer to 5.3.2 Follow-Up Report).

> Click button to open Final Report
(Refer to 5.3.3. Final Report).

> Click button to view and

print acknowledgement letters.
o Acknowledgement letter will be display as
below:
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A

5.24 Overdue Reporting Table

a. The Overdue Reporting Table will be as shown (Refer to 5.8
OVERDUE REPORTING):

5.2.5 Closure Reporting Table

a. The Closure Reporting Table will be as shown (Refer to 5.9
CLOSURE REPORTING):

5.3 CREATE RECALL REPORT

5.3.1 Notification Report

a. Click the button to create Notification report and the
Notification page will be displayed as below:
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Medical Device Recall Form (Motification)

(TR S

Medical Device Recall Form

{ * ) - requered

Thin page BOHES NOT BAVE AN AUTO SAVE FUNCTDON Pledss clcll fe "BACK" buiton 5 S bofem of B page ol chell "YES™ @ ure S forms s i draf

Hecal Hefarmens Mo BALIA, Bl POETFR 104500 T o Recall Referance Mumbsar

= Remtern A Medeal Dores P P Bagmei® Foniien

Section A: Medical Device Recall Report Form

Section B; Establishment Details

T mm—— o Section C: Affected Medical Device Details

¥ fewtien O Meitfastus Baprt Seaies | Brash infarmariten o Section D: Motification Report Section; Recall Information

— )

| hati i by minsan ihaid iPed | DA rmMEnon s MeeCPEnmant prowiied on e eporirg E 0 W e correct, complstad gnd cuarent 1o this dacs *

| ursdarsiand ardl scircredecge hat i an offence under Secmon T8 of Aot 737, 1o male uge of Puirssh any doclaramon, or ot docwumant

wihidch i& s, o e ol isabescleg *

Peduan Hespanaibile FHICHET Crit

tor the Estabishmant

Jei This BAAMALE R

Talapkaoing [T BTG

tmad Address Prcris tCH A bu ety coen

Button Section

1. Recall Reference Number.

Recall Referance Mo MDA Recall POMT-B0METIT2-2022

I.  Recall Reference Number is auto-generated by the system.
2. Click the Section A: Medical Device Recall Report Form.

I.  Section Awill be display as below:
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v  Sectisn A : Medicsl Device Recall Report Form

II.  User are required to fill in all fields that marked with an asterisk (*).
lll.  Question 2 is autofill by system based on report type.

3. Click the Section B : Establishment Details

I.  Section B will be display as below:

* Gacticn O : Exbsklabrasai Dwinil

II.  All information in this section will be auto-filled by the system
4. Click the Section C : Affected Medical Device Details.

I.  Section C will be display as below:
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¥ emdeas L APt Wmiesi Drenoe vtk

Tiskebss ol Do Dirindia®

1. Templaw [ i
L Exaspls [l L)

Barinl Barbar / U0 C

o

Paadusci M, / Cia [ applizsbie}

tadinges B ¢ ldasrifis: Mo

Teral a

II. Click the dropdown

button on MDA Device Registration

No.(Question 1) to choose a registered device number.

All information in this section will be auto-filled by the system based

on the chosen MDA Device Registration number except Table of

Device Details and question 7.
Table of Device Details:

9 Affected Device Details Section

Tabidbe ol Diwics Distails®

il el fike ke igdoad o grvem i oo

[RETr—Y i
2 Euampis [ &

Template for Table of Affected
Device Datails B

Click “Add Details of Affected

Devices" button
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> Table of Device Details will be displayed as above.
> There are two (2) template for Table of Affected Device Details
that user can download which are:
o Example for Table of Device Details
o Template for Table of Device Details
> Users are required to use the template provided to upload it in
the table.

-
> The button will be enabled after the

user chooses any MDA Device Registration number as shown
below:

> By clicking button, the system will

display Details of Affected Devices page shown as below:

Talsls: o8 Darsiisr Datadts * 10

Pl ‘o Upload File Section

O:
Uploaded File Section

Il
§
GF appdicabdsl | Gu T Aathen

i af .r..;.-; Ghi a
Tatsd WD
Cick Next buton J{ ¢ W]

> In the Upload File Section, users can choose the file that
needs to be uploaded by clicking button and

button will be enabled after the user chooses the

file. Then click button to import the file in the table.
> In the Uploaded File Section, it will display the file that the
user uploads.
> In the Action column, it has two (2) button that user can use:

o User can click button to update the affected
devices details in the table and the system will display the
popup to update the details of affected devices shown as
below:
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Edit details of affected devices

636, WIFZEG06, 10245880, WIASOZE1, 102503

Click "Update”
button
Click “Clear” button o o
Click “Close” button ﬂ = m

m Click the button to close the popup.

m Click the button to clear all the
information.

m Click the button to update the
information.

o User can click the button to delete the information
from the table.

> Click the “ button to back to the previous

page section C.

V.  The updated Table of Device Details will be displayed in Section C as
shown below:

& Tuble of Dereem Corinin®

147



Medical Device Authority
Ministry of Health Malaysia

VI.

5. Click the Section D : Notification Report Section: Recall Information.
l.

details of affected devices.

Medical Device Centralized Reporting System

(MeDCReSt)

Click TRl |, (o if users want to edit add

Section D will be display as below:

s b sl s e SRS s
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[I.  User are required to fill in all fields that marked with an asterisk (*).

lll.  User need to click the i button on question 2 to read about the
attention of the Date of commencement of Recall by manufacturer.
The pop-up will be displayed as below:

IV. User can click the i button to get more information about
multiple or single file upload. The pop-up will be displayed as
below:
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> Multiple upload files steps

Lopmed ! ey Tieps =

i ik B
7 Mpbura Sws prioed ge pbewes b meed inve opload el the e free s e bekma
[Ty
Famsger
Lxrgrn F
Funsnr 1
[T™ =

=  OEN [l Ed
e

s e b
[ Bt sy womeh (1)

e O @ @ @
e e 5 [y s |

B e © iy 1 s 1 -] v

Co) o

[ Y P e S R Y
&, Tha g e sl s how ey bl e spbasded (Lesmpla- § b seisciedl

> Single upload file steps
Upload Files Steps 4

1. Click "Browse”™ or "Chooss File®™ bution to upload hiles.

2. Multiple files upload are allowed but nead to be upload at the sama
tima.

}. Re-uplosd files will delete all preveous files,

4, The input tebd will state how many hiles user uploaded (Fxample: I
tiles ssloctod)

6. Declaration
I.  Declaration section will be display as below:

Cloc e ahianr

Sadilvy aThasd 1Furt |lwn W BT Tvminy arwl aThes B Tawt) [Boa ko oo P fagas | 6 /) e doeted |, it el Seivetl & iles dale *

s it mlafd] afnl sonsowheige that i oh of eros L Secis M of Aol (17w imehe Sgn of Resah ey Gedeieion of s gl

wisch B using, nscourats of rideebieg

[CETTEN ST T
Fiwr th | siahishesars

Joi Thin PAAARE T
Tedugdnsim VR Ak
Frrund Aakiroas vt b e g core
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II.  User are required to tick the checkbox that marked with an asterisk
(*) before submitting the report.

lll.  In this section, the system will display person responsible details
which are:
> Person Responsible for the Establishment
> Job Title
> Telephone
> Email Address

7. Button Section.
I.  This section displays all buttons in the Notification Report.

ﬂ

Back
II.  Click - button to go back to the previous page. There will be
two (2) types of pop-up that will be display as below:

o Back Confirmation Pop Up

Back Confirmation

Click “Yes"
button

5 O Y
button

> Back Confirmation pop-up.
o If the question Table of Affected Device Details in Section C
has been filled, this Back Confirmation pop-up will be
displayed.

AR WOl SUNE ID 00 Bk 1o The DEevios Caoe

o Click the button to go back to the next page.

o Click the “ button to stay on the same page.

o Draft Confirmation Pop Up

Draft Confirmation Click "Save as

Draft” button

anges you maks vl B i il o wwwwry froem this page. [

Ll Wl 16 [Save this page AND SAVE AS DRAFT o
Click "Ne" button o n m

> Draft Confirmation pop-up
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o If the question Table of Affected Device Details in Section C
is still not filled, this Draft Confirmation pop-up will be
displayed.

.  Click the button to clear all the information in the report
except the default value.

IV. Click the button to view the report in Portable
Document Format (PDF) format.

V. Click the button to submit the notification

report.This button will be enabled if the user tick the checkbox in
the Declaration section. Double confirmation pop-up that will be
display as below:

Submit Confirmation %

5.3.2 Follow-Up Report

a. Click the button to create Follow—Up report and the
Follow—Up page will be displayed as below:

Mgdecal Device Recall Form (Foliow - Up)

? View Notification Repaort
o "
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Saction E ; Folow-Up Report Section

3 T et 8P et e

=g i
— &

CN—— o Declaration

Bution Seciion

1. View Notification Report

~ View Medical Device Recall Report Form (Notification)

I.  Click to display the submitted
Notification Report.

2. Click the Section E : Follow-Up Report Section
l.  Section E will be display as below:

° Saction E ; Folow-Up Report Section

3 T et 8P et e

=g i
— &
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]

User are required to fill in all fields that marked with an asterisk
(*).
Table of Affected Person:

40’ Affected Person Section

2. Table of Affecied Perwon®
i ey mr dommhoad B ke ous fie & wioed @ pes 0
I Templans B &
L Fusmpls [
= Template for Table of Affected
Ferson

Tonsd o
CickAdd Detail of Affected [ 3 oo mm s |
. @ Person " butfon

> The Table of Affected Person will be displayed as above.
> There are two (2) template for Table of Affected Person that
user can download which are:
o Example for Table of Affected Person
o Template for Table of Affected Person
> Users are required to use the template provided to upload it in
the table.

> By clicking button, the system will

display Details of Affected Person page shown as below:
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Taie of Ameced Sprven = 0

| Tesmgphsts [

re owosl e e sl o e Bl e
2 Enamphs B -

i
o Upload File Section

Tonad 0
T Q@

> In the Upload File Section, users can choose the file that
needs to be uploaded by clicking button and

Import File

button will be enabled after the user chooses the

file. Then click button to import the file in the table.

> |n the Uploaded File Section, it will display the file that the
user uploads.

> In the Action column, it has two (2) button that user can use:

o User can click button to update the affected
person in the table and the system will display the popup to
update the details of affected person shown as below:

Edit details of affected devices

Click “Update”™

bastton

Click “Close” button

m Click the button to close the popup.

m Click the button to clear all the
information.
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m Click the button to update the
information.

o User can click the button to delete the information
from the table.

> Click the “ button to back to the previous

page section E.

VI.  The updated Table of Device Details will be displayed in Section E as
shown below:

2. Table of Affevied Parson®

Extsbluhment moy dounlosd b icapleic cacel file & uplosd sf gives e wction
L. Temginie B plaks (o 3 - nak &
3. Evsple B &

VIl. Click button if users want to edit add

details of the affected person.

VIll.  User can click the i button to get more information about
multiple or single file upload. The pop-up will be displayed as
below:

> Multiple upload files steps
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LUpied ! bes Steps

1 Eprmple

3. Declaration
I.  Declaration section will be display as below:

II.  User are required to tick the checkbox that marked with an
asterisk (*) before submitting the report.

[ll.  In this section, the system will display person responsible details
which are:

a. Person Responsible for the Establishment
. Job Title

b
c. Telephone
d. Email Address

4. Button Section
I.  This section displays all buttons in the Follow-Up Report.
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Back
II. Click - button to go back to the previous page that will be
display as below:

Back Confirmation o Back Confirmation Pop Up

Click “Yes"
Are you sure want 10 back? button

Click "Na"
button

> Back Confirmation pop-up.
o Click the button to go back to the next page.

o Click the “ button to stay on the same page.

lll.  Click the button to clear all the information in the report
except the default value.

IV. Click the button to view the report in Portable
Document Format (PDF) format.

V. Click the button to submit the follow-up

report.This button will be enabled if the user tick the checkbox in
the Declaration section. Double confirmation pop-up that will be
display as below:

Submit Confirmation b4

Are you sure to submit the application?

“
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5.3.3 Final Report

a. Click the button to create Final report and the Final page will
be displayed as below:

Medical Device Recall Form (Final)

0"0 erpues

Pl g B0 B &% 80 W00 & A E TS TS Vons o smial b s putrsmmtislh 5e ven mislke progees o the bowes Please be cmriorm vl voan rese deimis

View Molification and Follow-Up Repart

ey of o de oot o e bt he report vt

e Mg Ly Ppopl| B o Wit B ol U

Saction F : Final Repor Section

1 Thm rrassfanl o sbapuan
for the recalled

L binal rink awvnlhmiion

= ] b Ao R

Saction G : Others Information
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- o Declaration

1. View Notification and Final Report

% Button Section
~ Section A : Medical Device Recall Report Form

I.  Click to display the submitted Notification
and Follow-Up Report.

2. Section F : Final Report Section

l.  Section F will be display as below:
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[I.  User are required to fill in all fields that marked with an asterisk (*).
[ll.  Table of Final Device Status:
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40’ Affected Person Section

Template for Table of Final
Davice Status

Click “Add Details of Final
Device Status " button

> The Table of Final Device Status will be displayed as above.
> There are two (2) template for Table of Final Device Status that
user can download which are:
o Example for Table of Final Device Status
o Template for Table of Final Device Status

> Users are required to use the template provided to upload it in
the table.

> By clicking button, the system will display

Details of Final Device Status page shown as below:

e T T

ol o

e it o Upload File Section

Wrrece

Action Button
]

] £l n L] [ ]
Click “Next” button h

> |n the Upload File Section, users can choose the file that needs

- Import File
to be uploaded by clicking button and -
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button will be enabled after the user chooses the file. Then click

button to import the file in the table.

> In the Uploaded File Section, it will display the file that the user
uploads.
> |n the Action column, it has two (2) button that user can use:

o User can click button to update the affected
person in the table and the system will display the popup to
update the device detail status shown as below:

Edit Dewice Dotails Statu

ey * At Sam baned on met mpea

Click “Update”
Click "Clear” button button

Click “Close” buttun ﬂgﬂ

m Click the button to close the popup.

Clear
m Click the - button to clear all the information.
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m Click the button to update the
information.

o User can click the button to delete the
information from the table.

> Click the “ button to back to the previous

page section F.

IV.  The updated Table of Final Device Status will be displayed in Section F

as shown below:

s of Pt Dnpvrin Bt

V. Click button if users want to edit add details of

affected person.

the

VI.  User can click the 0 button to get more information about multiple or

single file upload. The pop-up will be displayed as below:

> Multiple upload files steps
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LUpied ! bes Steps

1 Eprmple

e
— L ] e
r— air

e b e

"~ | Ol G

-
st
g =

3. Declaration
I.  Declaration section will be display as below:

[I.  User are required to tick the checkbox that marked with an asterisk (*)
before submitting the report.

lll.  In this section, the system will display person responsible details which
are:

> Person Responsible for the Establishment
> Job Title

> Telephone
> Email Address

4. Button Section
I.  This section displays all buttons in the Follow-Up Report.
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Back
II. Click - button to go back to the previous page that will be display
as below:

Back Confirmation o Back Confirmation Pop Up

Click “Yes"
Are you sure want to back? button

Click “Me"
button

o Click the button to go back to the next page.

> Back Confirmation pop-up.

o Click the n button to stay on the same page.

lll.  Click the button to clear all the information in the report except
the default value.

IV. Click the button to view the report in Portable Document
Format (PDF) format.

V. Click the button to submit the follow-up report.This

button will be enabled if the user tick the checkbox in the Declaration
section. Double confirmation pop-up that will be display as below:

Submit Confirmation b4

Are you sure to submit the application?

5.4 VIEW RECALL REPORT

a. Click the button to view the reporting and the view page will be
displayed as below:
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Medical Device Recall Form
o Viaw Report

1 MG R ol Rathariinld Marniar

1. Typa of Repart

1. MDA, Entaibiinfrrd Licwrns Mo .

2. Marma ot stssineran
3. Esrablatmann Address

4. Contect Person Name

Click “Praview

PDF" bution

1. View the Recall Report.

Back
2. Click the - button to go back to the previous page.

3. Click the button to view the report in Portable

Document Format (PDF) format (Refer to 5.5 PREVIEW PDF).

5.5 PREVIEW PDF

5.5.1 Preview Recall Report
a. There are two (2) types of Preview PDF:
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1. Preview PDF for Draft Report is shown as below:

Medical Device Recall Report

[u:nmmw [ WA Tl TR ]

1 Hewl Instuiad by

oy Developewes Teaw (ICT

TEIFA | CYBERJAYARSOOD. SELANGOR
E. Job Tite WANASER
& Tel Mo MERLLETES
T, Fa Mo, T P
& Emad Addrma ozt Tas s ung sam
5. CAB Mame CARE CERTIFICATION IMTERMATIOMAL MY SDM_BHD

I.  The Declaration Section will not be included in
Preview PDF for Draft Report.

2. Preview PDF for Submitted Report.

the
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ﬂm“.

Medical Device Recall Report
[Hrﬂhulhmrnm lv-x..... BT nOFEE

A Bl bt Lated by

B T of Bagusrs

T R gkl gt | s b

F Barra ol e pleigboreens

B byimbishran Askieesy

A Comiecd Parwn Mers

. Joks Tl MAAMAGER

& Tel Ma Rkt "W

7. g s st T

A imad Addeean bt L b gt

0. CAR Hame

5.6 EDIT REPORT

5.6.1 Edit Notification Report
a. A part of the edit Notification Report page will be shown below.

1. Users can update all information in this report.
2. The process to submit the updated report will be the same as
submitting a new report. (Refer to 5.3.1 Notification Report).

169



Medical Device Authority Medical Device Centralized Reporting System
Ministry of Health Malaysia (MeDCReSt)

5.6.2 Edit Follow-Up Report
a. A part of the edit Follow-Up Report page will be shown below.

1. Users can update all information in this report.
2. The process to submit the updated report will be the same as

submitting a Follow-Up report. (Refer to 5.3.2 Follow-Up Report).

5.6.3 Edit Final Report
a. A part of the edit Final Report page will be shown below:

1. Users can update all information in this report.
2. The process to submit the updated report will be the same as
submitting a Final report. (Refer to 5.3.3.Final Report).
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5.6.4 Return from MDA

(MeDCReSt)

a. A part of the edit Return from MDA Report page will be shown below:

1, Han the Hecall sxercise bBeen complete

2. Statise of tha devica *

1 The method of dripousl fos the
recalied products ¥

4. Firesl rink svalustion

5 Piogpomed sctianin] 1o prewesl
retwiience of the probilem

1. Attastation

2. Parson Hesponsibla for iha
Establishmant

L Jobs Title MAMA
4, Telephone

6. Email Address

Button Saction o

1. Users can only update the information that has a ‘No’ remark in this

report.

2. Button section.

I.  This section displays all buttons in the Notification Report.

B
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II. Click button to go back to the previous page. The pop-up
will be display as below:

Conﬁrmatim‘lo Back Confirmation Pop-up %

f.ln..P “Yes"
I:lulttln

Click “Na” Nu
butiomn

> Back Confirmation Pop-up.

Ara you sure want to back?

o Click the button to go back to the previous
page.

o Click the “ button to stay on the same page.

lll.  Click the button to view the report in Portable
Document Format (PDF) format. (Refer to 4.5.1 Preview Recall
Report)

IV.  Click the button to submit the updated report. This
button will be enabled if the user tick the checkbox in the
Declaration section.

5.7 DELETE REPORT
a. Delete report only can be made for Draft Notification Report .

b. Click the button to delete the Draft Notification report and the
pop-up will be displayed as below:

Delote Form Click “Delete”
b utton

Are you sure want to delete the form?

Click "Cancel” o ks
button

1. Click the button to close the delete pop-up.

2. Click the button to delete the Notification report.
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5.8

Medical Device Centralized Reporting System

OVERDUE REPORTING

(MeDCReSt)

a. List of Recall Overdue Reporting Table will be display as below:

R iy Takels

MLA Rl

VAL G- 0l 1 15 X

Action Button

Overdus)

1. Table Filtering shown as below:

Enter any related keyword

Information

Tooltip

o Search... o

Chiesrs Pageering Tabde (0]

{Almost

ajo

Click "Search” icon

I.  User can click the i icon to get more information related to
table filtering and the pop-up will be displayed as below:

Information

v a0y heyworel

Siatim Reposi
Raportng Stage

2. Cheh tha waach won buttor I--:I.

Koo all Keterera o Peogirder

Dt of Hegorting {yypy wen dd) (Fge MIN0-04 OF
[Cuin Diwle tne Meat Reporireg [veey il (Eg
Medical Dovea Mana

Fatrat g iR bl
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> Click the * button or button to close the
pop-up.
[I.  Enter any related keyword (based on information given).

lll.  Click the E icon and the system will display the result.

2. Action Button for Overdue Status:

[.  Click the button to view the report. (Refer to 5.4 VIEW
RECALL REPORT )

II.  Click the button to view the reporting log and the pop-up
will be displayed as below:

Bacall Log

Application Log Details : MDA Recall/ PomT- raiesas- o0s

4 "

p |

2

-
> Click the button to close the pop-up.

lll.  Click the button to request extension time and
the pop-up will be displayed as below:
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Do you neved maore extenlaon ime? [ 052

PR MIND B [ stabimBarmt con reget! 5o sxlend B el o tes (F] tewss chiy lo
v | 1) appicaton

> User are required to fill in all fields that marked with an
asterisk (*).

> Click the button to clear all the information.

> Click the m button to submit the request for
extension time.

3. Action Button for Almost Overdue Status:

I.  Click the button to view the report. (Refer to 5.4 VIEW
RECALL REPORT )

II.  Click the m button to view the reporting log and the pop-up
will be displayed as below:

Becll Log x

Application Log Details : MDA Recall/ POmT- M8l 7077

p |

2

-
> Click the button to close the pop-up.
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[ll.  If the report status is AlImost Overdue, user have two (2) actions
to choose which are:

> Click the button to continue the report and submit
the report before Overdue (Refer to 5.6 EDIT ).

> Click the button to request extension
time and the pop-up will be displayed as below:

Do you need more extentxon ime? [ 052 X

FTRIMINDE B [ stabimbormsn! Can regues! 10 eriend B delle o s (F] teevs cnily on
e | 1] appeicatoe

o User are required to fill in all fields that marked with
an asterisk ().

o Click the button to clear all the information.

o Click the m button to submit the request for
extension time.

5.9 CLOSURE REPORTING

a. List of Recall Closure Reporting table will be display as above:

rwmrebis Bmporting Tabie 1 4 inaurs Bnporling Tahie

Table Filtering o 0 seanch. [+1

[ Dt o
Devics Reporting Dua Dute Paporting
L Het b Piame iy (e mmevl fiann Bestus Aation
(2
15 Log
13 in s beted & View

A A5

B Ahpabasigainani |eiisr
B Choanire | it

1. Table Filtering shown as below:
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Enter any related keyword
Information
Tooltip

Search...

210

I.  User can click the o icon to get more information related to
table filtering and the pop-up will be displayed as below:

Information W

Close
> Click the * button or - button to close the
pop-up.

Enter any related keyword (based on information given).

Click the E icon and the system will display the result.

2. Action Button

Click the button to view the report. (Refer to 5.4 VIEW

RECALL REPORT )

Click the button to view the reporting log and the pop-up
will be displayed as below:
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el | oy

Applipaton Loy Dwiails - MDA Tecsll PUFT MOEFen qg

5 i 1D BT & IR e ey — T HET o

T L AIEED PO Frsh Rar sl Fodines Lip rvspart b Tasin iseasr 52 A HOET OH

-
> Click the button to close the pop-up.

. Click the buton to view the

acknowledgement letter that the system will generate for the
user. The acknowledgement letter will be displayed as below:

Ammai
e s
o ¥ st o ————
[t [—
— "- - = . e -
. ey — ———p L ] o)
[
s e maan
T Byfympr Mormber WD BeryfL B2 PRI 20
Tars AT
DT £
Rincicyl e & gingety Davmioprmesi Tae (0T
L, JALAN CTRERLA 1, CYRIIAYA
e
= Meda
e e bt T
Herwd by e reepees e LTI
DR Bl Bef e IO Wl P TR 0RT
[ WIETRCAL TESTORC
Fromit s GRIOTESTFOROETom
R, TP, YIRS, OO0, W, IO, I
Lo O, KSR, KON AL, I, TR MR
TITERLIN
Bl Clren Pl

MOA Bpgmiryoee Marsber | HOSTHH

I e hops T yOu! COMGET il TOnnT Dodady e SeCTverem of e Drodu ! reC sl e e COMPLSelINGe 10 pea
BRETRE CulTReTL

L e appre s e e = e e g et s e srmm e A T1 et e e
T e e e s ame

L

Tarin s

Camita

Fggitretinn | anieting s ko aamint: Dbvisica

Bhmreal rn Hadaty

Biiairg od Fmads Waama

A SO B Y ) AL (i
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V.

Click the

Medical Device Centralized Reporting System

Closure Letter

(MeDCReSt)

button to view the closure letter that

the system will generate for the user. The closure letter will be
displayed as below:

g ran
e Tt ey -
SN TR AL | e T T - ——
pr—— et IR R s
et [ S ——— g ——
e E————
[Ee—

Ol Btaramcs Marvdae  RA B ol POUT O 013
izate maraaca

BT an
(TR S R —— -
CFFL JALAN CYBEIA, 1 SVBLILLYA

B laier.
ot el Cate el Cladrs
L) W e, el L
sk Bl e - WD Mol PUET TSRS 20X
Drvein Podmed : WLRC AL TEETOmC
P Pikis : G FEST FOEHORTOTC
TR, TTRRTT, OO R, I, ST, TR,
Lt R MEHARE LGAEL AT I3 TE CORIA SIS ORI
DS TN
Bl Tl : Faai

ek Bl S B G 1T

1 Ve crger il e Mol Daeon oo Dnsslapraci Teer (10T ray woaied e shovs @¥ecied meas =
bavemen (303 BORE sa BA-DLTER

L e ol b i ks Waical Duveon Ruiiasiy Devaioprasi Paas BET) Bt e acisos mpban i by mcall
Sy Boaa bakaa o e s 0 1k et s Eaae ki

ina conpsEwiEe | el et
Bagarin
Thisih pais.

[
Bgionmion, Lianiing s buloramans Bivisos
il i DL Bt il
rajary o bipe e
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6 ADMIN

6.1 USER MANAGEMENT

ACCOUNT MANAGEMENT

User Management

Medical Device Centralized Reporting System
(MeDCReSt)

Click “User
Management”
Menu

a. The Sidebar Menu will be displayed as above:

1. Click menu and the system will redirect users
and display the user management page.

Usar Management

o Create Subuser |
Dirafter

Table Filtering

i ] G
e )

o]

| )
O o |[esere—

fe
Am‘.hn&mnn

=
= = s

St

8 e

5 et e |
e e |eee
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b. The User Management page will be displayed as above:
1. Create Subuser / Drafter. (Refer to 6.1.1 Create User)
2. Table Filtering. (Refer to 6.1.2 Table Filtering)
3. Action button

I.  Click the button to view the user information. (Refer to
6.1.3 View)

[I.  Click the button to reset the password. (Refer
to 6.1.4 Reset Password)

lll.  Click the button to demote to drafter. (Refer
to 6.1.5 Demote to Drafter)

IV.  Click the button to promote to subuser.
(Refer to 6.1.6 Promote to Subuser)

V.  Click the button to Suspend the user. (Refer to 6.1.7
Suspend)

VI.  Click the button to Unsuspend the user. (Refer to
6.1.8 Unsuspend)

VII.  Click the button to remove / Delete the user. (Refer to
6.1.9 Delete)
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6.1.1 Create User

a. There are two type of user which is Subuser and Drafter

Click "Create Drafter” button

Click “Create
SUbuser‘ m m@ o
button

taodtip icon

1. User can click 0 icon and the pop-up information related to search
will display as below:

R ... | B

1. Subuser
Thiz Usar can Croate, Edit, View or hlale Heporting

This User can submil the Reporting

This User cannot Create, Edit, View or Delete other User

2. Drafter
Th User can Create, Ed, View of Delate Reportng

The User cannot submed (ha Reporting

Thie User cannot Create, Edit, View or Deleto other User

Click "Close” button ° =

Close
I.  Click X button or - button to close the pop-up.
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2. Create Subuser

User Management

= o o Enler Hame
ST ¢ 1 e oo | =]

o Enler Fassword
o Enfier Confirm Passwarnd

bution
Click “Back” tumor

I. Please enter the Name.
[I. Please enter the Username.

[ll.  User can click 0 icon and the pop-up information related to the
username will display as below:

Information Click "X" button o X

1. Usarname that has been registerad cannol bé reusad

mce Account deleted tThe usermama cannot Do reused

Click “Close” button o m

Close
> Click X button or - button to close the pop-up.

IV. Please enter the Email.
V. Please enter the Password.
VI. Please enter the Confirm Password.

VII.  Click = icon button, to view the password that you enter.
VIIl.  Tick declaration checkbox button and the submit button will
enable.

IX.  Click the m button and the system will create a User.
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Back
X.  Click the button to go back to the previous page.

3. Create Drafter

Usar Managamsni

v o o Eniar Hama
o QEmmm )

[T

Tk,

TDeclaration”  Ral : ’ : : :
ek o

bution
Chck *Back” bumer o nn

I.  Please enter the Name.
Il. Please enter the Username.

[ll.  User can click 0 icon and the pop-up information related to the
username will display as below:

Information Click “X" button o X

1. Username that has been registerad cannol be reusad

Once Account deleted the usernama cannot bae reussd

Click “Close” button o E

Close
> Click * button or - button to close the pop-up.

IV. Please enter the Email.
V. Please enter the Password.
VI. Please enter the Confirm Password.

VII.  Click = icon button, to view the password that you enter.
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VIIl.  Click the m button and the system will create a User.
IX. Tick declaration checkbox button and the submit button will
enable.

Back
X.  Click the - button to go back to the previous page.

6.1.2 Table Filtering

a. User can click o icon and the pop-up information related to table filtering
will display as below:

Information Click "X" button o X

Searching Steps

1. Type any keyword:
Mamea
Username
Email
Role
Status

Click "Close”™ button o =

Close
1. Click * button or - button to close the pop-up.

b. Enter any related keyword (based on information given).

c. Click E icon and the system will display the result.

185



Medical Device Authority Medical Device Centralized Reporting System
Ministry of Health Malaysia (MeDCReSt)

6.1.3 View

a. Click the button to view the User Information and the view page
will be shown as below:

User Mansgemeant

Click “Back™ bution

Back
b. Click - button to go back to the previous page.

6.1.4 Reset Password

a. Click the button to reset the password and a pop-up
confirmation will appear as shown below:

Confirmation

Are you sure want to Send Reset password ink to this email account

Username Click
Email pmsv.devBgmail.com o “Confirm”
button

Click “Cancel” button o ﬂ m

1. Click m button to reset password

Cancel
2. Click button to cancel the process and close the pop-up.
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b. The user will received an email as below:

Hello!

Click "Reset

Password" bution

Reset Password

Reset Password

c. After click the

1 1

o VEEENCR

& A ) b by g b O
Enter Llsamamea o

° Enter Mew Paasword

o Entar Confirm Password

2ol O ==
Password” bution

1. Please enter the username.
2. Please enter the new password.

3. Please enter the confirm password.

°
1. To continue with reset password, User need to click the

button or copy the “Link” given in the email.

button or open the “Link” given, the
system will displayed as below to proceed for the next step:

Medical Device Centralized Reporting System
(MeDCResSt)
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4. Click the Fe - button. If the reset password is successful the
system will redirect the user to the Dashboard (Refer to 2.3
DASHBOARD).

6.1.5 Demote to Drafter

a. Click the button to demote the user role from subuser
to drafter and The system will show a pop-up confirmation as below:

Confirmation

Click
o “Confirm”

button
Click "Cancel” button o ﬂ m

1. Click m button to demote the user role from subuser to drafter.

Cancel
2. Click - button to cancel the process and close the pop-up.

6.1.6 Promote to Subuser

a. Click the button to promote the user role from

drafter to subuser and The system will show a pop-up confirmation as
below:

Confirmation

Click
“Confirm”

button
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1. Click m button to promote the user role from drafter to
subuser.

Cancel
2. Click button to cancel the process and close the pop-up.

6.1.7 Suspend

a. Click the button to suspend the user account and The system
will show a pop-up confirmation as below:

Confirmation

Are you sure want to suspend this user account?
Click
Usermame = =
o imants Confirm
button

Click “Cancel” button °= m

1. Click m button to suspend the user account.

Cancel
2. Click button to cancel the process and close the pop-up.

6.1.8 Unsuspend

a. Click the button to unsuspend the user account and The
system will show a pop-up confirmation as below:

Confirmation

Are you sure want to Unsuspend this user account?

Click

sername [0 o “Confirm”

button
Click “Cancel” button o Confirm
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1. Click m button to unsuspend the user account.

Cancel
2. Click button to cancel the process and close the pop-up.

6.1.9 Delete

a. Click the button to remove / Delete the user and The system
will show a pop-up confirmation as below:

Delete Confirmation

Ao YOu Sure wanl 1o dalata this account?

Click

Onece Account deleted, Lsername cannot e reused |

‘Delete”
button

m— o =1 23 ©

1. Click button to unsuspend the user account.

Cancel
2. Click button to cancel the process and close the pop-up.
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