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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.

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.
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2 GENERAL

2.1 LOGIN

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

3. Click the button.
4. The pop-up below will be displayed:
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5. If the device registered with MDA are available in Malaysian market

click 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.

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.

III. 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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2.2 LOGOUT

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

b. Click button.
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

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:
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1. To continue with reset password, User need to click the

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

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

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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2.4 DASHBOARD

a. The Dashboard page will be displayed as above:
1. Establishment Details (Refer to 2.3.1 Establishment Details).
2. Table list of Users (Refer to 2.3.2 Table list of Users).
3. Report Counter (Refer to 2.3.3 Report Counter).
4. Latest of MPR (Refer to 2.3.4 Latest of MPR).
5. Latest of FCA (Refer to 2.3.5 Latest of FCA).
6. Latest of Recall (Refer to2.3.6 Latest of Recall).

10



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

2.4.1 Establishment Details

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

a. This section will display list of user :
1. Table Filtering

I. User can click icon and the pop-up information related to
table filtering will display as below:
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➢ Click button or button to close the pop-up.

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

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

2. User Information that consist of:
I. Name
II. Username
III. Role

3. Page Navigation

I. Button is to navigate to the first page.

II. Button is to navigate to the previous page.

III. Button is the page number.

IV. Button is to navigate to the next page.
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V. Button is to navigate to the last page.

2.4.3 Report Counter

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).
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2.4.4 Latest of MPR

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
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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

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)
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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:

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

➢ Click link and the system will redirect to the list
of Notification as below:
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○ Unread Notification tab

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

■ Click button and the system will display
the report:

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

REPORT).

○ Read Notification tab

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

■ Click button and the system will display
the report:

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

REPORT).

➢ Click button or button to close the pop-up.
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2. Notification Bell

I. icon button is located at the navigation bar

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

➢ 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:

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

➢ Click button and the system

will redirect to the list of Notification as below
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○ Unread Notification tab

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

■ Click button and the system will display
the report:

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

REPORT).

○ Read Notification tab

➢ List of Report - This table will display ten (10)
latest reports of Recall.
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➢ Click button and the system will display
the report:

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

REPORT).

➢ Click button or button to close the pop-up.
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2.6 USER PROFILE

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

b. The list of sub-menus will be displayed as above. Click button
and the system will open the user profile page.
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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 button and the user information are updated.

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

I. Please Enter the Current Password.
II. Please Enter the New Password.
III. Please Enter the Confirm Password.

IV. Click icon button, to view the password that you enter.

V. Click the button and the password is updated.

VI. Click the button or button to close the pop-up.
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2.7 SEARCH

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

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

I. 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:
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I. Table Filtering

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

○ Click button or button to close the
pop-up.
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➢ Enter any related keyword (based on information given).

➢ Click icon and the system will display the result.

II. 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).

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

➢ Click button to close the pop-up.
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2.8 MY DEVICE

a. The Sidebar Menu will be displayed as above:

1. Click menu and the system will redirect users and
display the list of 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
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I. User can click icon and the pop-up information related to
table filtering will display as below:

➢ Click button or button to close the pop-up.

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

III. Click icon and the system will display the result.
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3 MANDATORY PROBLEM REPORTING (MPR)

3.1 MANDATORY PROBLEM REPORTING (MPR) SIDEBAR

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)
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3.2 DASHBOARD

3.2.1 Draft Reporting

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

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

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

III. Click 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)

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

III. Click button to view the reporting log and
the pop-up will be displayed as below :
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➢ Click button or button to close
the pop-up.

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

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

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

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

III. Click 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 :

33



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

➢ Status New : New investigation report that
has not yet been opened and has not yet
been filled out by the user.

○ Click button to create
investigation report. (Refer to 3.4
CREATE INVESTIGATION
REPORT)

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

■ 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.

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

○ Click button to update the
investigation report (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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■ Click 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.

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

○ Click button to update the
investigation report that has been
returned from MDA. (Refer to 3.7.3
Edit Return From MDA)

○ 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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■ 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

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

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

II. 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 :

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

III. If the user select
➢ The pop-up will be displayed as below :

➢ 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 button to close the pop-up.
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➢ Click button to clear the form in the
pop-up.

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

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

➢ Click button to close the pop-up.

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

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

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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V. 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 :

VI. 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
I. Section C will be displayed as below :
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II. User are not required to fill in this field because the field
for Section C is not mandatory for reporting.

III. 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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➢ Click button to add the details
of the affected devices and the pop-up will be
displayed as below :

➢ 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 button to
store the information into the Table of Affected
Devices.

➢ 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.
➢ In the Action column, there are two (2) buttons that

user can use which is :

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

■ Click button to update
the details.

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

○ Click button to delete the details
from the table. The pop-up will be displayed
as below :
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■ Click button to delete the
details.

■ Click button to cancel and
delete the details.

➢ User may download the template excel file and
upload at a given file upload section.

➢ 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.

➢ User can choose the file that needs to be uploaded

by clicking on button. Then click

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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➢ Click button to continue to the
next question for Section D.

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

46



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

II. 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 (*).

III. 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
I. Button section will be displayed as below :

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
○ If the question Table of Affected Devices in

Section C has been filled, this Back
Confirmation pop-up will be displayed.

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

○ Click the button to stay on the same
page.
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➢ Draft Confirmation Pop-up
○ If the question Table of Affected Devices in

Section C has not been filled, this Draft
Confirmation pop-up will be displayed.

○ Click button to save the
reporting as draft.

○ Click the button to delete the
reporting.

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

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 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

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

1. MPR Reference Number
I. MPR Reference Number will be displayed as below :
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II. MPR Reference Number is auto-generated by the
system.

2. Section A : Device Information
I. Section A will be displayed as below :

II. 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.

III. 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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➢ Click button to add the details
of the affected devices and the pop-up will be
displayed as below :

➢ 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 button to
store the information into the Table of Affected
Devices.

➢ 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.
➢ In the Action column, there are two (2) buttons that

user can user which is :

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

■ Click button to update
the details.

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

○ Click button to delete the details
from the table. The pop-up will be displayed
as below :
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■ Click button to delete the
details.

■ Click button to cancel and
delete the details.

➢ User may download the template excel file and
upload at a given file upload section.

➢ 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.

➢ User can choose the file that needs to be uploaded

by clicking on button. Then click

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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➢ 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 :
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II. 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 (*).

III. 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 :

IV. User need to choose whether to open a report for

only, only or both and

from the investigation report.
V. The FCA and Recall will be automatically opened through

the investigation report after user submits the
investigation report.

VI. Click button to get more information about multiple
file upload. The pop-up will be displayed as below:
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➢ Click button or button to close the
pop-up.

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

II. Section C will be appeared when user chooses based on
the situation as below in Mandatory Problem Reporting
(MPR) :
➢ Situation 1
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➢ Situation 2

III. 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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➢ Click button to add patient
information and the pop-up will be displayed as
below :

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

➢ After user fill in the field, click button to
store the information into the Table of Patient
Information.
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➢ 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.
➢ In the Action column, there are two (2) buttons that

user can use which is :

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

■ Click button to update
the patient information.

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

■ Click button to delete the
details
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■ Click button to cancel and
delete the details.

➢ Click button to return to the
investigation report page

5. Declaration
I. Declaration will be displayed below :

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

III. In this section, the system will display person responsible
details which are :
➢ Name of Reporting Person
➢ Job Title
➢ Telephone
➢ Email Address

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

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

➢ Click the button to stay on the same page.

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

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 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 :
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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)

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 :
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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)

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 :
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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 :
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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 :
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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 :
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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 :

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

2. Button Section
I. Button section will be displayed as below :
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II. Click button to go back to the previous page and
the confirmation pop-up message will be displayed as
below :

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

➢ Click the button to stay on the same page.

III. Click button to preview the investigation
report in Portable Document Format (PDF) format.

IV. Click 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 :

1. Click button to delete the Mandatory Problem
Reporting (MPR).

2. Click button to close the delete pop-up.
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3.9 OVERDUE REPORTING TABLE

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

1. Table Filtering

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

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

III. Click 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)

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

II. Click button to request extension time
and the pop-up will be displayed as below :
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➢ Click button to submit the request for
extension time.

➢ Click button to close the pop-up.

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

➢ 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

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

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

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

III. Click 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 :

➢ Click button or button to close the
pop-up.
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3.10.2 Status of Submission Investigation

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

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

➢ Click button or button to close the
pop-up.

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

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

4. Action Button

I. 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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➢ Click button or button to close the
pop-up.
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4 FIELD CORRECTIVE ACTION  (FCA)

4.1 FIELD CORRECTIVE ACTION (FCA) SIDEBAR

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)
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4.2 FCA DASHBOARD

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

1. FCA Report Counter.

2. Click the button.
3. List of FCA Report Table.
4. Table Filtering.

4.2.1 FCA Report Counter

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.

b. User can click on to 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.

a. Table Filtering shown as below:

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

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

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

c. User can click on to 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.

1. Table Filtering shown as below:

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

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

III. Click the 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:
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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:

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

➢ Click the button or button to close the
pop-up.

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

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

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

IV. Click the button to create a new
Additional Follow Up report. (Refer to 4.3.3 Create New
Additional Follow Up Report)

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

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

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

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

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

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

➢ Click the button or button to close the
pop-up.

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

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

4.3.1 Create New Notification Report

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 A will be display as below:
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II. 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:

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

III. 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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➢ 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:

○ Example for Table of Affected Device Details
○ 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:
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➢ 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:

○ 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:

■ Click the button to clear all the
information.

■ Click the button to update the
information.

○ User can click the button to delete the
information from the table.
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I. Click the button to go back to the
previous page.

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

III. User can click the 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:

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

III. User can click the 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 (*).

III. In this 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.

105



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

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.
○ If the question Table of Affected Device Details in

Section C has been filled, this Back Confirmation
pop-up will be displayed.

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

○ Click the button to stay on the same page.

➢ Draft Confirmation Pop-up
○ If the question Table of Affected Device Details in

Section C has not been filled, this Draft
Confirmation pop-up will be displayed.

○ Click the button to save the report as
draft.

○ Click the button to delete the report.

III. Click the 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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➢ Clear Confirmation Pop-up.

○ Click the button to clear all the
information.

○ 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)

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

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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II. 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:

II. Users can update the information in this section.

III. User can click the 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 (*).

III. In this 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:

➢ Back Confirmation Pop-up.

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

○ Click the button to stay on the same page.

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

➢ Clear Confirmation Pop-up.

○ Click the button to clear all the
information.

○ 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)

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

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

1. Notification Section.
I. 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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II. 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.

III. User can click the 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 (*).

III. In this 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:

➢ Back Confirmation Pop-up.

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

○ Click the button to stay on the same page.

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

➢ Clear Confirmation Pop-up.

○ Click the button to clear all the
information.

○ 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

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

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

➢ 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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II. Users can update the information in this section.

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

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

4. Declaration.
I. The Declaration section will be display as below:
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II. Users are required to tick the checkbox that marked with an
asterisk (*).

III. 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:

➢ Back Confirmation Pop-up.

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

○ Click the button to stay on the same page.

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

➢ Clear Confirmation Pop-up.
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○ Click the button to clear all the
information.

○ 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:

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

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.
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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.

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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➢ Back Confirmation Pop-up.

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

○ Click the button to stay on the same page.

III. 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 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:

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

II. 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:

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

II. Click the button to delete the Follow Up report.
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4.8 FCA REPORT OVERDUE

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

1. Table Filtering shown as below:

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

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

III. Click the 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 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:

➢ Click the button to clear all the information.
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➢ Click the 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)

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

➢ Click the button to close the pop-up.

III. 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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○ Click the button to clear all the
information.

○ Click the button to submit the
request for extension time.
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4.9 FCA REPORT COMPLETED

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

1. Table Filtering shown as below:

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

➢ Click the button or button to close the
pop-up.

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

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

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

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

➢ Click the button to close the pop-up.

XIII. Click the button to view the
acknowledgement letter that the system will generate for
the user. The acknowledgement letter will be displayed as
below:
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5 RECALL

5.1 RECALL SIDEBAR

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

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 ).

3. “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).

5.2.1 Recall Report Counter
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a. There are three types of reports counter will be displayed as above:

1. Notification Report - Counter Statistic for Notification Report.
2. Follow-Up Report - Counter Statistic for Follow -Up Report.
3. Final Report - Counter Statistics for Final Report.
4. Total reporting form.

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. A part of the total reporting list will be shown below.

➢ Table Filtering
○ Users can fill in the ‘Search…’ field to find the

reporting that the user wants to search. User need to

click button to find the reporting.

○ User can click button to get more information
about filter tables.

○ The information pop-up below will be displayed :
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➢ Action buttons

○ Click button to view report Log Details.
■ Log details will be display as below:

● Report Reference Number.
● Report log details.

○ 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 REPORT).

○ 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.
■ 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.

I. A part of the return from MDA LIST will be shown below.

➢ Table Filtering
○ Users can fill in the ‘Search…’ field to find the reporting

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

○ User can click button to get more information about
filter tables.

○ The information pop-up below will be displayed :
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➢ Action buttons

○ Click button to view report Log Details.
■ Log details will be display as below:

● Report Reference Number.
● Report log details.

● 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 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:

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 button to find the reporting.

➢ User can click button to get more information
about filter tables.

➢ The information pop-up below will be displayed :

II. Action Button

➢ Click button to view report Log Details.
○ Log details will be display as below:
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○ Report Reference Number.
○ Report log details.

○ 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.

○ Acknowledgement letter will be display as
below:
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5.2.4 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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1. Recall Reference Number.

I. Recall Reference Number is auto-generated by the system.

2. Click the Section A: Medical Device Recall Report Form.

I. Section A will be display as below:
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II. User are required to fill in all fields that marked with an asterisk (*).
III. 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:

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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II. Click the dropdown button on MDA Device Registration
No.(Question 1) to choose a registered device number.

III. 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.

IV. Table of Device Details:
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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:
○ Example for Table of Device Details
○ 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:

➢ 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:

○ 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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■ Click the button to close the popup.

■ Click the button to clear all the
information.

■ Click the button to update the
information.

○ 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:
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VI. Click button if users want to edit add
details of affected devices.

5. Click the Section D : Notification Report Section: Recall Information.
I. Section D will be display as below:
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II. User are required to fill in all fields that marked with an asterisk (*).

III. User need to click the 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 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

➢ Single upload file steps

6. Declaration
I. Declaration section will be display as below:
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II. User are required to tick the checkbox that marked with an asterisk
(*) before submitting the report.

III. 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.

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:

➢ Back Confirmation pop-up.
○ If the question Table of Affected Device Details in Section C

has been filled, this Back Confirmation pop-up will be
displayed.

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

○ Click the button to stay on the same page.

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

III. 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:

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:

152



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

1. View Notification Report

I. Click to display the submitted
Notification Report.

2. Click the Section E : Follow-Up Report Section
I. Section E will be display as below:
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II. User are required to fill in all fields that marked with an asterisk
(*).

III. Table of Affected Person:

➢ 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:
○ Example for Table of Affected Person
○ 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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➢ 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:

○ 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:

■ Click the button to close the popup.

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

○ 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:

VII. Click button if users want to edit add
details of the affected person.

VIII. User can click the 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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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.

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

a. Person Responsible for the Establishment
b. Job Title
c. Telephone
d. Email Address

4. 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 that will be
display as below:

➢ Back Confirmation pop-up.

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

○ Click the button to stay on the same page.

III. 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:
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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:
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1. View Notification and Final Report

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

2. Section F : Final Report Section

I. Section F will be display as below:
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II. User are required to fill in all fields that marked with an asterisk (*).
III. Table of Final Device Status:
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➢ 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:
○ Example for Table of Final Device Status
○ 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:

➢ In the Upload File Section, users can choose the file that needs

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

○ 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:

■ Click the button to close the popup.

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

○ 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:

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

VI. User can click the 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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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.

III. 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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II. Click button to go back to the previous page that will be display
as below:

➢ Back Confirmation pop-up.

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

○ Click the button to stay on the same page.

III. 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:

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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1. View the Recall 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 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:

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

2. Preview PDF for Submitted Report.
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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).
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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
a. A part of the edit Return from MDA Report page will be shown below:

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

➢ Back Confirmation Pop-up.

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

○ Click the button to stay on the same page.

III. 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:

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

2. Click the button to delete the Notification report.

172



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

5.8 OVERDUE REPORTING

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

1. Table Filtering shown as below:

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

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

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

2. Action Button for Overdue Status:

I. 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:

➢ Click the button to close the pop-up.

III. Click the button to request extension time and
the pop-up will be displayed as below:
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➢ User are required to fill in all fields that marked with an
asterisk (*).

➢ Click the button to clear all the information.

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

➢ Click the button to close the pop-up.
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III. 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 5.6 EDIT ).

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

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

○ Click the button to clear all the information.

○ Click the button to submit the request for
extension time.

5.9 CLOSURE REPORTING

a. List of Recall Closure Reporting table will be display as above:

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

➢ Click the button or button to close the
pop-up.

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

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

2. Action Button

I. 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:
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➢ Click the button to close the pop-up.

III. Click the button to view the
acknowledgement letter that the system will generate for the
user. The acknowledgement letter will be displayed as below:
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IV. Click the button to view the closure letter that
the system will generate for the user. The closure letter will be
displayed as below:
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6 ADMIN

6.1 USER MANAGEMENT

a. The Sidebar Menu will be displayed as above:

1. Click menu and the system will redirect users
and display the user management page.
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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)

II. Click the button to reset the password. (Refer
to 6.1.4 Reset Password)

III. 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)

181

https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.6c28io278zqb
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.541rmevltgzk
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.2h5x4st51qf4
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.tos72xjvqfpk
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.s7ntibuvypho
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.g7j1thjs4htq
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.hp95h115pzc2
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.hp95h115pzc2
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.14qe3vmgdr7r
https://docs.google.com/document/d/139isnt0_Wg1n1osL3wOt6_INU_Q_DnoL/edit#heading=h.hbjsqsnxzk6y


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

6.1.1 Create User

a. There are two type of user which is Subuser and Drafter

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

I. Click button or button to close the pop-up.
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2. Create Subuser

I. Please enter the Name.
II. Please enter the Username.

III. User can click icon and the pop-up information related to the
username will display as below:

➢ 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.
VIII. Tick declaration checkbox button and the submit button will

enable.

IX. Click the button and the system will create a User.
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X. Click the button to go back to the previous page.

3. Create Drafter

I. Please enter the Name.
II. Please enter the Username.

III. User can click icon and the pop-up information related to the
username will display as below:

➢ 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.

184



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

VIII. Click the button and the system will create a User.
IX. Tick declaration checkbox button and the submit button will

enable.

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

6.1.2 Table Filtering

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

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

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

c. Click icon and the system will display the result.
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6.1.3 View

a. Click the button to view the User Information and the view page
will be shown as below:

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:

1. Click button to reset password

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:

1. To continue with reset password, User need to click the

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

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

1. Please enter the username.
2. Please enter the new password.
3. Please enter the confirm password.
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4. Click the 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:

1. Click button to demote the user role from subuser to drafter.

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:
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1. Click button to promote the user role from drafter to
subuser.

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:

1. Click button  to suspend the user account.

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:
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1. Click button  to unsuspend the user account.

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:

1. Click button  to unsuspend the user account.

2. Click button to cancel the process and close the pop-up.
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