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1.0

1.1

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.

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



https://medcast.mda.gov.my

111 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

Re-Confirm Password

<
Name
<
Usemame Reason Create Account In Medcast
@ Establishment Llcensing & Medical Device
Email CAB Application
<:| GLPCP Application
password Notification Application
<4
<3

EiS<—

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.



1.1.2 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@ 5t (z017-11-15) New!
Enierusemans <:| MeDC@St is a web-bas. Read More..

) SEMINAR WITH MEDICAL DEVICE INDUSTRY 2017
- (2017-11-18) New!
Password Greetings from the A._Read More..

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

Optimal display using browser

@eeees

with resolution of 1024 X 768 pixels

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

Password. Click to proceed.



2.0 FUNCTIONS

2.1 DASHBOARD

Below show the Dashboard page that will appear once Notification

Module has logged into the system successfully.

Fur alarnetive orihes wippart Besiile MeSOEE1 10 Heip
Desk pleass calix 1. Agplicstion Froceming Support for
L bl b | Lian g | Licarsieg Un - B3-8250 2381  0d-

EII0ENSET 1, Applicatian Proesung Seppert fer Wadicsl L

Dewice J t 1 #



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 Investigational have three type which are Investigational
Use, Clinical Research Use and Notification of Change.User should click on
menu NOTIFICATION at left side menu for drop list sub menu Notification

module.

2.2.1 NEW APPLICATION FORM

e e "-n'.m!:,'
HDemonstration
¢ Mew Motification Form
F Mew ,l!q,ppl cation Form
¥ New AE Form
¢ Application List ( 10)

¢ Noufication List | B2 )

] Hli;t::lr'_.l | -] ]

¥History (0 ) i@

rEducarior

¥ M Applicanon Form

E ."'.;.-[.'h-. anon Lisz( 18 )

ki |r'..|:.Jr'|| (2)

¥ New Application Form

» Application List [ 7 )

¥ History (0)




SPECIAL ACCESS

First, user should click at sub menu Special Access. After click at sub menu
Special Access, the list down of sub menu will be displayed that shown in

Figure below.

» New Application Form

» Application List (1)

» History (0]

The user should click at sub menu New application form to apply the
registration form for Special Access Registration. The application form will
appear. The figure below shows the application form for applicant fill it. The

user should fill all the form. There has six sections which are:

SECTION A : Applicant / Company Details

SECTION B : Healthcare Professional Details

SECTION C : Medical Device Details

SECTION D : Medical Rationale

SECTION E : Healthcare Professionals Undertaking (Disabled)
SECTION F : Attestation & Declaration



Click Radio
Button

Application Details

Hide Main Menu

Hide Application Details




SECTION A : Applicant / Company Details

Click Radio
Button

Filll in the
b IS0

.

Il - - =
fy

F

Fill iy [z
fext box

Applic aficn Cletail

The symbol “*" means required field. The user must fill it.

1. Applicant Type

- User should choose whether

Local

Manufacturer,

Professional, Authorised Representative or Others

2. Name of Applicant

- User should fill name in the textbox that provided.

3. NRIC No/Passport

Local

Health

- The user should click at @ to see the format and fill the form based on

the format that given that shown in the figure above.lf user fill the

textbox with character or number more than 12, the message “Field

can only contain number and word character and must between 5-12

character” will be displayed.



Fill in
texthox

-— .
L4
Inateil Yol Telsphons Mo ég 073 Click to
Click radio 1234567 next stage

button

Insert Your Emai eg abci@gmil com

4. Designation
- The user should fill in the textbox with designation of applicant that

shown in figure above.

5. Organisation Details
- Organisation Name -> the user should fill name of organisation in the
textbox that provided.
- Address of organisation -> the user should fill in the textbox with
address of organisation.
- State -> User should click at textbox to drop down list and user should
select the state that has shown in figure above.
- District -> If user select the state, automatically the city will appear in

form and user should select specific city in drop down list. The user



should select the state before click city form to drop down list of city
that shown in figure above.

- Postcode -> The field must contain exactly five numeric. If user fill the
form with alphabet or more than five number, the message will

appear “Field must contain exactly 5 numeric.”

6. Telephone No.

- The user must fill in the number only and click at © to see the format.
User should follow the format that shown in the figure above. If user
fills in the form except number, the message “Field must only contain
NUMBERS and allowed symbol (*-" "+" /" "") limited to 5 - 50

characters” will be displayed.

~

. Email address

- The user must fill the email based the format that shown in figure.

User should click at @ to see the format.The symbol “@" must have in
email. If user fill the form incorrectly or not follow the format, the

message will appear is“ Email address is not valid.”

8. Does The Company Already Holds Establishment License?

User should choose whether Yes or No.

®
If user click button at number 8, field below will be displayed and

user should fill it all.



i Fill im
Click yes textbox
Dioes The Company Already Holds Establishment License
@ Hrs—wo—
es, Please State The C pany Establishment License Mumber a
Comp R ‘D -
I | Local Manufacturer
Authorized Representative
I I Dristributor
| | importer
- Click radio
button

Insert Your Company Establish

License Mumber ag 12345678

After user fill all form for section A, the user should click at button

m to the next section which is Section B.



SECTION B : Healthcare Professional Details

Field in the
textbox
-
L!
- —] ]
(8] L
' -— '
|
—
'y
Iiassil Fimg Tringhans Na g 8§11 \—‘
Click to g [ bosort Vo Arerad Praciaing
previous Coniienn Wb Click to
stage next stage

The symbol “*" mean required field. The user must fill it.

1. Name

- The user should fill name in the textbox that provided in the figure above.

2. Title
- The user should fill their title in textbox that provided in the figure above.

3. Annual Practicing Certificate Number

- The user can click at @ to see the format.The user should fill their Annual

Practicing Certificate Number in textbox that provided in the figure above.



4. Telephone No.

- The user must fill in the number only and click at © {0 see the format.
User should follow the format that show “Field must only contain NUMBERS

and allowed symbol ("-" "+" /" "") limited to 5 - 50 characters” will be displayed.

5. Email address

- The user must fill the email based the format that shown in figure. User
should click at @ to see the format.The symbol “@" must has in email. If
user fill the form incorrectly or not follow the format, the message will be
appear is “Healthcare Email is not a valid email address”.

6. Health Care Facility

- The user must fill their name and address in the textbox that provided in

figure above.

If user want back to previous section, user should click at button

that shown in figure above. Then, user should click at button

to the next stage.



SECTION C : Medical Device Details

Field in the
texibox

Click radia
button

‘. Application Details

The symbol “*" means required field. The user must fill it.

Name Of Medical Device

The user must fill their Name Of Medical Device in the textbox that provided in

the figure above.

Grouping

User should choose group of their medical device whether single, system,

family or set. If user choose single, no need to field in grouping list at the

bottom form and for the other grouping, user need to field their grouping list.

Brief Description

User must fill their Brief Description in the textbox that provided in the figure

above.




Brand

User must fill their Brand in the textbox that provided in the figure above.

Identifier / Catalogue or Model Number

User must fill their Identifier in the textbox that provided in the figure above.

Intended use

User must fill the use of the medical device in the textbox that provided in the

figure above.

Field in
textbox

Phone Mo eg  19408063648018

[r—r————
P

]

Applica tion Details

Manufacturer's information

User must fill Manufacturer's information in the textbox that provided in the

figure above.

Risk-Based Classification

User must fill Risk-Based Classification in the textbox that provided in the

figure above.




Quantity to be Imported
User must fill Quantity to be Imported in the textbox that provided in figure

above.

Click radio
Upload file
button P
O = B
i
- -
. I I "
afesnani b e i
—-
Click 15 -
next stage

Click to previous
stage

Marketing Approval Status in other country(-ies)

User should choose their Marketing Approval Status whether
e Registered/Llicensed
e Exempted/Notified

e Other (please specify) - the user need to fill the textbox.



- Please upload required supporting documents as follows:

User must upload the supporting documents by clicking m

button. The file must be in pdf. If the user upload file other than pdf, a pop-out

message “File Type Not Allowed” appeared.

medcast.mda.gov.my says

File Type Not Allowed

If user choose SINGLE as their grouping details, the grouping list don't need to be fill

as figure below.

If user choose other than SINGLE as their grouping details, field below need to be fill.

User can add grouping list manually by clicking the button. Also,

the user can update and delete it back if needed by clicking the # Update button

and See. button. The alert message will be display to make sure if the user

confirmed to delete their data.



If the user want to add more than one grouping list the user click at

button and upload the excel file. The template of the grouping list can be download

Download Template Medical Device Grouping

by click the

Click to
Grouping List lick
download Click to
I Medical Device Grouping More Than 10, Please Upload File based on ®» Application Details
template cemplace given W |Gee=== ypload excel
— o - = — fil SECTION A: APPLICANT /
I_ DOWNLOAD e COMPANY DETAILS
Download Template Medical Device Grouping * I
L ————— — Uploaded Files - CECTION B HEALTHOARE
No resuls found PROFESSIONAL DETAILS
R SECTION C : MEDICAL DEVICE
DETALLS
+ Add More
[ + raaworesroupig | e
Showing 1-1of 1 iceqfl AATIONALE
Name Cff Device,
Constitfent Co s, Intended  Identifier/catalogue Brief Quantity To
O No Artidles|s Per Product Label Use Number/model Description Be Imported
H 1 DEVICE = D
Click to o Use1 DESCRIPTION1 ~ BOXES i o e e
previous A DECLARATION
‘ »
&
stage Q ViewTable <
v
==] EXET Click to next
9 stage

Delete Grouping?

If user want back to previous section, user should click at button

& Previous
that shown in figure above. Then, user should click at button

m to the next stage.



SECTION D : Medical Rationale

Tick at the
checkbox

SECTION D : MEDICAL RATIONALE

Application Details

-

Fill in the text
box

The symbol “*" means required field.

Please tick the appropriate box
The user should tick at the checkboxes that provided in the figure above.

SECTION A : APPLICANT /
COMPANY DETAILS

SECTION B : HEALTHCARE

|
|
I PROFESSIONAL DETAILS
|
|
|

SECTION C: MEDICAL DEVICE
DETAILS

SECTION D : MEDICAL
RATIONALE

SECTION F : ATTESTATIONS &
DECLARATION

Provide The Diagnosis, Treatment or
Prevention And Your Reasons -

1. Provide the diagnosis, treatment or prevention for which the unregistered

device is requested and the reasons why this unregistered device was

chosen.

- The user must fill in their reasons and click at @ to see instructions.




Click
button

Fill in the
text box

2. List the registered devices considered and provide a rationale as to why
these registered devices would not adequately meet the requirements of
the patient (registered with MDA).

- The wuser must fill in their device detail by clicking button the

& Add Devic . .
button. . Also, the user can update and delete it back if

W Delete button.

needed by clicking the # Update button and
The alert message will be display to make sure if the user confirmed to

delete their data.

3. ldentify and list the risks and benefits associated with the use of the
unregistered device and indicate how the benefits obtained would

outweigh the risks.
- The user must fill in the risk and benefits of unregistered device.



4. Summarize the known safety and effectiveness information in respect of
the device.

- The user must fill in the summary of their device.

Fill in the
text box

‘ Apphcation Details

T 4

|
Click to the

Click to the m previous
next stage
stage

5. In the event that conventional medical treatment has failed, is
unavailable or unsuitable, Describe the condition for the treatment

- The user must fill in the condition for the treatment.

6. In the case of emergency situation, Number of devices required for one
month.

- The user must fill in the number of devices they required for one month

and click at @ to see instructions.




7. Please define quantity for batch release (if required).

- The user must fill in the case of a request for batch release.
If user want back to previous section, user should click at button

that shown in figure above. Then, user should click at button to

the next stage
SECTION E : Healthcare Professionals Undertaking (Disabled)

Section E: Healthcare Professionals Undertaking is disabled. The user unable

to click Section E

| ‘ Application Details

al

SECTION D : MEDICAL
RATIOMNALE




SECTION F : Attestation & Declaration

Click in

checkbox

Servion [ Areeetacicnn & Decisarion
ates a1 = A i
- ok -
- el 3 ance arigas o A
T MIE
» = e sk A valabbe " ed Medical Deviceiz) F
Hereby Anes A ¥ e 3 e, Complene A & Dene
I, The Urdersigned. Hereby Attext That Tha a T ] ra wrrers T
Thn Diste. | Understard That &y Declars Ey e at a a 0 a all Ba Lial oy B
506,005.00 : e For & Term ot fe
Have Read And Agree To The Abssve Tenms And Conditesr a
i _“_ P

m 0 PREVIEW AND SUERT

Click for
Click for preview
previous
section
The user must click on checkbox

| Have Read And Agree To The Above Terms And Conditions .
that agree in term and
conditions that shown in figure above

After all form in each section completed, the user should click at

to preview and submit the application form.



The page view will be showed after click button “PREVIEW AND SUBMIT". The

figure below show the details of preview.

Click for
view details
MNotification Of Unregistered Medical Devices For Special Access
a

SECTION A : APPLICANT DETAILS | Complete |
SECTION B : HEALTHCARE PROFESSIOMAL DETAILS [
SECTION C : MEDICAL DEVICE DETAILS | Complete |
SECTION D : MEDICAL RATIOMALE Complete
SECTION E: HEALTH CARE PROFESSIONALS UNDERTAKING
SECTION F: ATTESTATIONS & DECLARATION Not Complete

If status leeasesacid | the user should fill it again to change status fek s
and the button “submit” will be displayed.



Notification OF Unregistered Medical Devices For Special Access
am | JNE
submit

SECTION A : APPLICANT DETAILS

SECTION B : HEALTHCARE PROFESSIOMAL DETAILS

SECTION C : MEDICAL DEVICE DETAILS

SECTION D : MEDICAL RATIOMALE

SECTION E : HEALTH CARE PROFESSIONALS UNMDERTAKING

SECTION F : ATTESTATIONS & DECLARATION

— Click for

submit

Complete

Complete

Complete

Complere

After click “submit”, message alert will be displayed to confirmation of

submitted.

Click to
proceed

Confirm Submit Application?

ol

Click for
cancel
submited




The user click “OK" to proceed to submit application and click “Cancel”
submitted application.

to cancel the

After the application is successfully submitted, a message “Please submit the
payment fee to ensure this submission can proceed to the next stage. For payment

using Bank Draft, it is COMPULSORY to key-in Bank Draft number and amount.”
appeared.

Please submit the payment fee to ensure this submission can proceed to the next stage.

For payment using Bank Draft, it is COMPULSORY to key-in Bank Draft number and amount.

— @ Go to Payment

) [® Go to Payment )
The user can click button to make a payment or the user can click

the icon to make a payment later.

) ) [@ Go to Payment
The Figure below shows the page once the user click

can pay using FPX method or Bankdraft method.

. The user

Bankdraft
FPX method method

[ | ]

Notification (SUBMISSION ID : CRU-20220121-21)

Notification (SUBMISSION ID : CRU-20220121-21)

APPLICATION PAYMENT DETAILS APPLICATION PAYMENT DETAILS

2210

+ CRU-20220121-21) : CRU-20220121-21)

: RM300.00 : RM300.00
Paymen : APPLICATION FEE : APPLICATION FEE

t Optio

OFPX

Pay with Online Banking

@ rex O eankorar O #x @ eankorarT
What is FPX? menggunakan Bank Deraf atas nas

lengan mer ma
Areal-time payment solution from your BERKUASA PERANTI PERUBATAN". Sila cetak dan bawa
internet banki .

invols ini bersama Bank Deraf ke

Draft to "KUMPULAN WANG PIHAK BERKUASA PERANTI PERUBATAN". Please
own above: or
Click On The Link To Go To

FPX Website

engikut arahan yang diberikan.

3. Bayaran hendakiah dibuat dalam tempoh 30 hari d;
Payment must be made within 30 days of the date sh

4. Untuk pembayaran
dimasukkan kedalam

k Deraf, maklumat Bank Deraf (no. bank deraf dan amaun bank deraf) mestilah
m sebelum menghantar Bank Deraf asal ke Pihak Berkuasa Peranti Perubatan.




The Figure below shows the page if the user click the icon to make a payment

later.

1. The user at the notification list page.
2. Status of the submitted application -> APPLICATION FEE (UNPAID)

3. The user click button or to make a payment.

4. The user can pay using FPX method or Bankdraft method.

1
Notification List
atus O e
submitted
owing 1-7 of 7 items. PP i - . 1
Notification Type
(0 No Submission ID Submitted At Applicant Name Notification Status  Action
Click button to
O 1 SA-20220126-5 26-01-2022 AQILAH ALIAH SPECIAL ACCESS ;:_:: ATIONFEE : ‘<_I make a
S P payment
4 QILAH ALIAH C C
@
FPX Bankd
method MeEnog

FPX @ ‘.




In addition, if application status “Draft” , the user can delete or update the

application form.

Fillin box =

to search




Then, after the application goes through all the stages, the user will get email
notification once the application is approved or rejected. Figure below shows the

“Approval” and “Rejection” notification email that received by the user.

Decision to the Special Access Notification : Approved
Troevoiin Rapedy Wenkoaa ol o e as_ma kg md grenys
recuwed Today - 340 pm

Dhar S Ml Apprﬂued
e e e e _ Application
- Email Notice

Decision to the Special Access Notification : Rejected

Trowm o Bagdy Wik ™)« madomt mad @ pov e
mind Today 400 e

Rejected
Application
Email Notice




2.2.2 RETURN FOR FURTHER INFO

If back end user make the process “RETURN FOR FURTHER INFQO” 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.

Status changed

Click for
update




. Update S
After that, user should click at to update or make changes at application
form. The details of information that the Evaluation Officer click “NO" at EVALUATION

process will be displayed that shown in the figure below.

Details for
updale

B HOTIPMCATION OF UNREGISTERED MEDHCAL DEVICES FOR SPECIAL ACCESS {

Then, user should update the details of application information at the form. The user
can edit at detail that changed only. If the Evaluation Officer requires extra

information of the user, the user should upload file by clicking the button and fill in
the textbox in Section A.



Details can
be edited

r---------

Any extra information required

Extra Information @

Extra Information Arachment B

Uplsaded Files :-

Upload file for
extra information
attachment

---------1

And then, click to submit the application.




Click for
submitted

Click for
submitted

The status will be changed to EVALUATION again that shown in figure below.

CD

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




