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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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11,1 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

Sign Up
click for new registration.

MeDC@St Account Creation Form

Please provide a unique User Name and password to gain access to the MeDC@St system. The User Name and
password is required when you login to the system

Business Registration No

Name
Usemame Reason Create Account In Medcast
<= Establishment Licensing & Medical Device
Email CAB Application
<:| GLPCP Application
Password Notification Appiication
Re-Confirm Password @

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

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

confirmation.
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11.2 LOGIN

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

key In.

m@& MEDICAL DEVICE CENTRALISED
V2.0 ONLINE APPLICATION SYSTEM

Username Pengumuman
ANNOUNCEMENT - ABOUT MeDC@St (z017-11-1) New!
En <3 e
fierusemame MeDC@St is a web-bas. Read More..

SEMINAR WITH MEDICAL DEVICE INDUSTRY 2017
- (2017-11-18) Newl
Password Greetings from the A_Read More..

Enter password <:

Sign Up | Reset Password | FAQ | Helpdesk ]
Login <:

Optimal display using browser

@eeeeo

with resolution of 1024 X 768 pixels

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

Login
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

Device Study
*Demonstration

» Mew Matification Form
¥ New Application Form

» Mew AE Form
¥ Application List ( 10)

» Notification List [ 82 )

¥ History [ 5)

y(0)Q

Education

b Mew Applic

] .-‘.F-pllc.:m'_:"l List[ 18 )

b History [ 2 )

e-ﬁ limdcal Research L4e

¥ Hew Nosification Form

¥ Mew Application Form

¢ Application List( 7 )

¥ Notification List{ 20 )

b History [ 0) ¥ History [ 15)
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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.

¢ Special Access

v All Application (6)

v History (0) @

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

Application Form” to create new application.

Demonstration / Education

Purposes
rDemonstration
» New Application Form

» Application List (1)

» History (0)
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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.

- [ o0 davs from date of importation »

]

For total date is already show like * Maximun

Total day(s) will
Choose “Start automatic count

| Date” and “End and it will display
for this form.

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

below.

-SELDCT STATE-

3 ] o e |

Fill all the field with properly
and correctly.

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

section like shown below.
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User just choose any
type and tick box

After fill all the form,
click “Next” button.

User just choose any
type and tick box

Section B: Medical Device Information

. u et P " . . . . . .
After clicks button at section A, it will display section B like shown below.

h 4

User have to fills all the form,

tick any status radio button and ﬂ[ [AH FARIHAH - IZZAH FARIHAH -

choose the dropdown list of °
medical device categories

= Notification Of Medical Device For Demon: il I

Application Details

& NOTIFICATION

3% ACCOUNT MANAGEMENT

[SECTION A : GENERAL
NFORMATION

SECTION B : MEDICAL DEV\CT INFORMATION

© ONLINE HELP 1. PLEASE PROVIDE DETAJLS OF THE MEDICA

No Device Name Brand/ Model

SECTION B : MEDICAL DEVICE
INFORMATION

After fill all the form,
user have to click save
button to save the data

EASE PR

A

User can upload
PDF file only

Uploaded Files :

No results found.
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After user click and fill all the form, it will be shown like

below.

=  Motification Of Medical Dewice For Demonstration | Education Purposes [Db-20171218-21

‘:r Application Details

B Derdetr -

After user add medical device,
—= user can view, update, delete
and update site details.

}

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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User need to tick the
checkbox and fill in the
text box

MEDICAL DEVICE DETAILS (Repeat as needed)

Showing 11 of 1 kem.

No  Typeof Event site site

EVENT TYPE B2-L2-14 BANGUNAN LOC

User click “Update Site
Details” to save data

If Supplied Quantity > Device Quantity
Imported
Pop-out message “Total supplied quantity
cannot exceed device quantity imported :
xxx” appeared if user enter the value of Site
Details Supplied Quantity more than the
value of Device Quantity Imported

After the user fill all form, users have to click “ " button to the last section.
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Y

After choose a pdf file, it will shown
like below, user can delete and
download that file.

[‘]e

£

Section C: Attestation And Declaration

MeBCIS: ..o 0 c=rm Finally, after user

- already read, user
have to click that
button to preview and
e submit it application.

User can go to
previous page
when click this
button

-; User have to read all the

terms and conditions before
clicking it.
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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.

If application are not complete,
user can click “Not Complete”
button to display what is not
complete. User also can view

data already complete when _T
user click “Complete” like that.

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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Mot ifiration O Bemonsteation Agpllcation

B Subes Make sure all is
complete.

DEMONSTRATION OF NOTIFICATION m

SECTION A : GEMERAL INFORMATION

SECTION B : MEDICAL DEVICE DETAILS

SECTION C: ATTESTATIOMNS & DECLARATION

Finally, user can submit
their application after all
section is complete.

After clicking “submit” message alert will be displayed to confirmation of submitted.

Click to
proceed

Confirm Submit Application?

Y

Cancel n

Click for
cancel
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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Ml albinn Agajillial
nEMoNsTRATION of Mot icanon RS
SECTION & ) GEMEREL INFORMATION m
SECTION B : MEDICAL DEVRCE DETAILS E: !
SECTIONT ; ATTESTATHOMS & DF CLARRKT 10 m

— Wot®icytion Form Application Lnt

User can view that
application already
filled.

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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0 | ssturns o =

Pop up comfirmation = Eﬂ!ﬂ

will displayed then
~' click "ok™ to proceed

W ACTTLN MEARTIT

Confirm to make Subsequent?

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).

L Applicatcn Detsib

1. Pericd of Demoratratias:
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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.

Confirm Submit Application?

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

. . . © Post Handling
register for post handling, user can click button “

© Post Handling |8
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Poxt Handlsng

POET MAMDLIMNG NMOTICE TO AUTHORITY

ng B0 of 1 e
L -] Device Pame Brand! Mndel Mlanufachiaer's Hame

Supporting Doty

Past Method

—— & Al Pt Methasd

Nad [Diey LS

User need to fill post
method for their
device.

Upbssded Files

User upload

supporting document

in pdf type.

The diemerkiration evenl ik over and all medical diveis

oult of Malaysis

i snalics b

The

wrnd arbreucdadne rhat @ o an ~flarcs tn eeke sinne nr hemah s declar

nn nr mabar dresimans waberch i

plvied and properly dapossd of or destroyed; or export

rect, comnplete and curremt bo this date, | understand

User click attestation if
agree with the term and

conditions.
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Post Handl irls

1 SCOPE SOMY HISEMCE POS Lyl * Add Post Method

2. Please provide supporting document related to the post handling process which had been used
Supporting Docurments

e supparted File Type : pdf @

Uploaded Files :-

Defend Againts Data Miner 1.14MB_pdf i x

3, Declaration:

nereby caciare that: After fill all the required

# The demonstration event is over and all medical devices imsals |nf0rm atlun’ bUttDn PSE\:FE w'"
out of Malaysia. appear. User can click it to

# The information provided on this apblication is accurate, corred prDCEEd Smeit pDSt

and acknowledge that it is an offence ¢ make SIENS or furnish am hand Iing
macourate or misleading as required bl Section 76 of Medical Dev

=3~
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EDUCATION

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

create new registration like shown below.

» Special Access

» All Application (6)

» History(0)@

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

Application Form” to create new application.

Demonstration / Education

Purposes

rDemonstration

rEducation

» New Application Form

» Application List(2)

» History (0 )

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.

Fill all the field
with properly -
and correctly.

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

below.
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-SELECT STATE-

O ===

Fill all the field with properly
and correctly.

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

section like shown below.

User just choose any
type and tick box

W ACCOWHT WERGLon

‘- Applizstion Details

After fill all the form,
click "Next” button.

User just choose any
type and tick box
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Section B: Medical Device Information

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

below.

t ;

User have to fill all the

= form and tick any E_|
status radio button. _

=2 Hoifcation OF Medisl Devies F -

[
Y

After fill all the form, user
have to click save button

& simmatos | + to save the data.

Save |

User can upload pdf
file only

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

below.
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=  Motification Of Medical Dewice For Demonstration | Education Purposes [Db-20171218-21

‘:r Application Details

|
Jd

B Derdetr

After user add medical device,
—= user can view, update, delete
and update site details.

}

For users have to add first like shown below.
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ol ™

SITE[S) DETRILS

Ho Site M

MEDICAL DEVICE DETAILS [Rejeeat & i) usriny Supples ©

1= —

Y

After user fill all the form, and user
have to click “Add" button to save |
that data. After that, it will display like

below.
|
SITEMS] DETARS
m User can delete
that data.
L Lt W e Address Qua it ity Supplied

After the user fill all form, users have to click “ " button to the last section.
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Y

After choose a pdf file, it will shown
like below, user can delete and
download that file.

[[]e

£

Section C: Attestation And Declaration

MeBTS: .o O = Finally, after user
- already read, user —
have to click that
button to preview and
e submit it application.

User can go to
previous page
when click this
button

-; User have to read all the

terms and conditions before
clicking it.
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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.

ﬂ

If application are not complete,
user can click “Not Complete”
button to display what is not
complete. User also can view

data already complete when _f
user click “Complete” like that.

i AFTERTATIONS & SUCLARATION C }

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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Motifkcation OF Bemonstration Appllcation
m‘ Make sure all is
complete.

DEMONSTRATION OF NOTIFICATION

SECTION A ; GENERAL INFORMATION

SECTION B : MEDICAL DEVICE DETAILS —
SECTION C : ATTESTATIONS & DECLARATION —p

Finally, user can submit
their application after all
section is complete.

After clicking “submit"message alert will be displayed to confirmation of submitted.

Click to
proceed

Confirm Submit Application?

\J

Cancel n

Click for

cancel
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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S CTION & | GEME AL INPOEWATION gt |
SECTION B : MEDICAL DEVSOE DE TAILS Cemgpierie [
SECTIONT  ATTESTATIONS & D CLARAT iOM E

— Wioer e yrinn 1o Applicatinn Lt

User can view that
application already
filled.

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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Status changed

—
S

Click for
update

. Update o
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

Details for
update

Application Details

- Climical Investigation - Investigations| Use (ILU-20171208-31)

SECTIIN &

APPLICANT DETALS

v import Or Supphy Wedic Device for Climical lmeestigation
i wilh Madic sl Do [Exemglion) Drder 20016

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.

Application Details

Details can

SECTION C: APPLICATION DETAILS
SECTIIN E : MULTIPLE SHPVENT
SECTHON [ ENTHY POIN
SECTION G | |RNESTIGATOR
BROCHUSE ; Device koenbiflcation
¥ L apangan Terbang Anlars hasgas Bl L © Lapangan Terbang Anlarabasgss K ls Losger 3 SECTION H : CLINICAL INVESTIGATION
Felakaban Klang Felabuhan Tanjung Pelepas Jols FLAN |CIF]: Genersl Inforsation
Legangan Sensa Ahdiil 21z Shah Sibang Pelpbaihan Pudsi P AN
SECTEIN | ; APPEN[HE A
| Palakashan dohes Panir Gadang Ciery

And then, click to submit the application.
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Investigational Device Application

SECTION B : SPONSOR DETAILS “Spanser Detodls Doat Need To Be Filled Fov Loood Spoansor

SECTION C: APPLICATION DETAILS

SECTION [; ENTRY POINT [Mobe: For lmnportation Only)

SECTIONM E : MULTIPLE SHIPMENT

SECTION F: ATTESTATIONS & DECLARATION

SECTION G : INVESTIGATOR BROCHURE

SECTIOM H : CLINICAL INVESTIGATION PLAN

qaannnni

SECTIOM | : CHECKLIST FOR CLIMICAL INVESTIGATION PLAN (CIF)

Extra Information And File Upload

Click for
submitted

-

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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