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1.0 INTRODUCTION

This manual is prepared for the purpose of operational functions of

Medical Device  Centralised Online Application System.

MeDC@St is a web-based Online Application System for Notification. It

is a centralized system where only one account needs to be created by an

applicant to apply for Notification Registration. This module that allows all

Notification programme operations to run online and monitoring can be

carried out in real time.

1.1 SYSTEM ACCESS

MeDC@st (Medical Device Centralised Online Application System) is

developed using web-based method in which it utilizes the internet access

via internet server. In order to access Medc@st, user has to key in the URL

address onto the internet server as followed:

https://medcast.mda.gov.my
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1.1.1 CREATE ACCOUNT

The screen below shows the expected webpage after the address has been

key In.

For new user need to sign up a new account before login the account. User

need to

click for new registration.

Complete the form and click to sign up a new account. If you

registration account have success, user need to check the email for

confirmation.

4/35



 Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Notification
Medical Device Centralised Online Application System (MeDC@St 2.0)

1.1.2 LOGIN

The screen below shows the expected webpage after the address has been

key In.

User has to log into the system using registered Username and its respective

Password.  Click to proceed.
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2.0 FUNCTIONS

2.1 DASHBOARD

Below show the Dashboard page that will appear once Notification

Module has logged into the system successfully.
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2.2 MENU NOTIFICATION REGISTRATION

Menu Notification Registration has four type of notification which are Clinical

Research Study, Demonstration/Education Purposes and Special Access.

However, Clinical Research Study have two types which are Device Study and

Clinical Research Use. User should click on menu NOTIFICATION at left side

menu for drop list sub menu Notification module.

2.2.1 NEW APPLICATION FORM
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DEMONSTRATION

1)New Application

Firstly, user should click Demonstration / Education Purpose at sub menu to

create new registration like shown below.

Next, it will show like below and user have to click “Demonstration” then “New

Application Form” to create new application.
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The user should click at sub menu New application form to apply the registration

form for Demonstration Purpose. The application form will appear. The figure

below shows the application form for applicant fill it. The user should fill all

demonstration form. There are three sections which are:

SECTION A : General information

SECTION B : Medical Device Information

SECTION C : Attestation and declaration

Section A: General information

Figure below are shown the layout for Section A : GENERAL INFORMATION. User

have to fill all the form and that symbol “*” means required field. The user must fill it.

For total date is already show like “ ”.
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This is form for Details of Applicant, user have to fill all the form properly like shown

below.

After user fill all the form with properly, they have to click “ ” button to next

section like shown below.
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Section B: Medical Device Information

After clicks “ ” button at section A, it will display section B like shown below.
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After user click “ ” and fill all the form, it will be shown like

below.

For , users have to tick the checkbox and enter the

Site Details Supplied Quantity since the data are

extracted from Section A. The value of Supplied Quantity must be less or same with

the value of Device Quantity Imported. If users enter the value of Supplied Quantity

more than the value of Device Quantity Imported, a pop-message as below

appeared and the value of Supplied Quantity will reset same as the value of Device

Quantity Imported.
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After the user fill all form, users have to click “ ” button to the last section.
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Section C: Attestation And Declaration
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After clicking “PREVIEW AND SUBMIT” button, it will display all the section are

already complete fill out or not complete like shown below.

User cannot submit the application yet because, users have to complete that

application first before submitting it. User can submit their application after all

applications are complete like shown below.
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After clicking “submit” message alert will be displayed to confirmation of submitted.

If user click “ok” , the application status will be changed to “EVALUATION”. It will

automatically jump to all application page like shown below.
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2) Extension application

Extension application for demonstration can be registered from new

application demonstration that have been completely registered. To register

for extension demonstration, user can click button .
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After user click button “Ok”, form extension as below will be displayed. User

only have permission to update their previous application data at section A

(Event Details) and Section B (Site Details).
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After all the forms are completed, the user must click button “PREVIEW AND

SUBMIT” to view and click button “Submit” to submit the application. The alert

message will be displayed and user should click “OK” to proceed and “Cancel” to

cancel the submitted.

If user click “OK”, the status at application will be changed to EVALUATION.

3) Post Handling

Post Handling can be registered after application in status compete. To

register for post handling, user can click button “

”.
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EDUCATION

Firstly, user should click Demonstration / Education Purpose at sub menu to

create new registration like shown below.

Next, it will show like below and user have to click “Education” then “New

Application Form” to create new application.

The user should click at sub menu New application form to apply the registration

form for Education Purpose. The application form will appear. The figure below
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shows the application form for applicant fill it. The user should fill all education

form. There are three sections which are:

SECTION A : General information

SECTION B : Medical Device Information

SECTION C : Attestation and declaration

Section A: General information

Figure below are shown the layout for Section A : EDUCATION / TRAINING CENTRE

DETAILS. User have to fill all the form and that symbol “*” means required field.

This is form for Details of Applicant, user have to fill all the form properly like shown

below.
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After user fill all the form with properly, they have to click “ ” button to next

section like shown below.
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Section B: Medical Device Information

After clicking “ ” button at section A, it will display section B like shown

below.

After user click “ ” and fill all the form, it will be shown like

below.
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For users have to add first like shown below.
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After the user fill all form, users have to click “ ” button to the last section.

28/35



 Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Notification
Medical Device Centralised Online Application System (MeDC@St 2.0)

Section C: Attestation And Declaration
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After clicking “PREVIEW AND SUBMIT” button, it will display all the section are

already complete fill out or not complete like shown below.

User cannot submit the application yet because, users have to complete that

application first before submitting it. User can submit their application after all

applications are complete like shown below.
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After clicking “submit”message alert will be displayed to confirmation of submitted.

If user click “ok” , the application status will be changed to “EVALUATION”. It will

automatically jump to all application page like shown below.
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2.2.2 RETURN FOR CHANGES

If back end user make the process “RETURN FOR CHANGES” to front end

user, the status of application will be changed and the Front End User should make

the changed at application form that applied.

The figure below shows the application status that changed in front end user.
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After that, user should click at to update or make changes at application

form. The details of information that user click “NO” at EVALUATION process will be

displayed that shown in the figure below.
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Then, user should update the details of application information at the form. The user

can edit at detail that changed only.

And then, click to submit the application.
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The status will be changed to EVALUATION again that shown in figure below.

The user should make the process EVALUATION at back end user.
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