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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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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

Name

Usemame Reason Create Account In Medcast
Establishment Licensing & Medical Device
CAB Application

Email

GLPCP Application

Eresmayd] Notification Appilication

Re-Confirm Password

e

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

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

K

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.

- WL
[
| AT
A CHBT RRASATE R ]
LI WL
T r
) of i
v Circular Letter
Guideline Documents
Far aharneiive forihe sappart beides BeSOEE1 10 Heip oL
Deik. pleass calle 1. Agplicstion Froceming Suppert fer §
farce Documents EiLmbiah L L nsng [Licersieg Ur - D0-4230 4381 ¢ 68
BIN0 EDEET 1. Applicatian Pracasuing Seepert Fer Madics L -
Device JEIIC § L]
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2.2 MENU NOTIFICATION REGISTRATION

Menu Notification Registration has four type of notification which are Clinical
Investigational, Custom Made, 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

*Device Study
Irﬁl'lllilll‘.'lrﬂ‘.l-:lll

¢ Mew Motification Form
» Mew Application Form
» Mew AE Form

» Application List [ 10 )

¢ Notification List | B2 )

¥ History(5)

MHistory (0 ) i@

*Education

¥ MNew Applicanion Form

b Applicanon List[ 18 )

E ||r'.t.4r'g (2)

ypecial Scre

¥ New Application Form

¥ Mew Notification Form

¥ Application List( 7 )

¥ History (0 )
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a)

Medical Device Centralised Online Application System (MeDC@St 2.0)

CLINICAL RESEARCH STUDY

First, user should click at sub menu Clinical Research Study to list
down the three sub menu which are Device Study and Clinical

Research Use.

DEVICE STUDY

a) New Application

Clinical Research So

*Device Study

wlinical Research Uise

@— User should click at menu Clinical Research Study.

@— User should click at sub menu Device Study.

After click at sub menu Device Study, the list down of sub menu will be

displayed that shown in Figure below.
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#Device Study
» New Notification Form
» New AE Form

¢ Notification List { 86 )

*History (2)@

The user should click at sub menu New Notification Form to apply the
registration form for Device Study Registration. The application form
will be appear. The figure below shows the application form for
applicant fill it. First, the user should choose the Device Study
Notification Type by clicking the radio button. There are six type of
notification which are:

- Clinical Investigational Use

- Performance Evaluation

- Clinical Use (GMD)

- Clinical Use (IVD)

- Feasibility Study (GMD)

- Feasibility Study (IVD)

= Notification Of Unregistered Medical Devices For Study

Notification Of Unregistered Medical Devices For Study

Please Complete All Information Requested On This Form. (All Fields Are Mandatory Unless Stated Otherwise).

Device Study Notification Type

® Clinical Investigational Use
Performance Evaluation
Clinical Use (GMD)
Clinical Use (IVD)
Feasibility Study (GMD)

Feasibility Study (IVD)
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Then user click
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button to fill all Clinical Investigational

Use form. There have seven sections which are:
SECTION A: Applicant Details
SECTION B : Sponsor Details
SECTION C: Notification Details
SECTION D : Entry Point
SECTION E : Multiple Shipment (Disabled)

SECTION F : Investigator Brochure: Device Investigation

SECTION G : Attestations & Declaration

» User Management

» Deleted User

# Home

& NOTIFICATION
Iff accordance
% ACCOUNT MANAGEMENT
© ONLINEHELP

& HELPDESK

DT RPOSE OF NO'

Importation

<

A fields are mandan iry unless stated otherwise.

Clickradio | .comco mommn
button

®

Notification Details

h Medical Device (Exemption) Order 2016)
SECTION A : APPLICANT DETAILS

ICATION *

Supply ( Note: For Locally Manufactured Medical Device)

Circular Letter |

Guideline Documents

Guidance Documents

User Manua

GENERAL INFORMATION]

SECTION A: APPLICANT DETAI

Role Of Applicant : *

Hide main menu

Hide notification details
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The user should choose the purpose of notification with click at radio button that

shown in figure above.

Section A: Applicant Details

Insert Your NRIC/Passport In This
Format 961223120000 / ADO000000 Fill in the text

box
(2}
L — e - —a]— - — —n —_— e . . .. —0 o— ®» Notification Details c"ck radio
_—_—y—_——_—e_",_"_,k_-yr——_-—t——_——_———,— SECTION A : APPLICANT DETAILS button
-
R ‘e Designation : *
D o
<
<
—

The symbol “*" means required field. The user must fill it.
- Role of Applicant:
i) Local Sponsor,

ii) An Authorised person from a local organization (in case of foreign sponsor /

manufacturer),
iii) Contract Research Organization (CRO),

iv) Others -> if the user choose others, a text box appeared and the user need
to fill the text box
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Local Sponsor , user unable to fill the Section B.

If user choose local sponsor
Except for Feasibility Study (GMD) and GMD (IVD), the user able to fill the

Section B

If user choose other than Local Sponsor, the form that user will fill which are

all section.

- Name of Applicant

User should fill name in the textbox that provided.

- NRIC No/Passport

The user should click at @ to see the format and fill the form based on the
format that given that shown in the figure below. If 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 numeric” will be displayed.

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

figure above.

- Organisation information
i) Organisation name -> The user should fill name of organisation in the
textbox that provided.
ii) Address of organisation ->The user should fill in the textbox with address of
organisation.
iii) State -> User should click at textbox to drop down list and user should
select the state that has shown in figure above.
iv) City -> 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
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state before click city form to drop down list of city that shown in the figure
below.

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

must contain exactly 5 numeric.”

You are required to fill up a MINIMUM of 1 (ONE) contact number (Telephone / Mobile No) ™
Telephone No : @ Mobile No: @

— e

FaxNo: @ Email Address: ™ @

;A
a

Insert Your Phone Number In This Insert Your Fax Number In This Insert Your Phone Number In This Insert Your Email In This Format
Format 034567800 Format 034567800 | Format 01345687800 abcd@gmail.com

(2] (2] (2] (2]

- 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 below. If user fills in the
form except number, the message “Field must have NUMBERS between 3 - 11

numeric” will be displayed.

- Mobile 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 below. If user fills in the
form except number, the message “Field must have NUMBERS between 3 -1

numeric” will be displayed.

-  Fax 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 below. If user fills in the
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form except number, the message “Field must have NUMBERS between 3 - 11

numeric” 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.”

Next =p
After user fill all form for section A, the user should click at button - to

the next section. If the user is a Local Sponsor, the user goes to Section C and if the

user is other than Local Sponsor, the user goes to Section B.

For Feasibility Study (GMD) and Feasibility Study (IVD), the user goes to Section

B even if the applicant is a Local Sponsor by clicking )
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Section B: Sponsor Details

User Manual Front End User - Notification

Fill in the
text box
SECTION B : SPONSOR DETAILS (To be filled if applicant details above is nofsponsor) ® Notification Details
* SECTION A : APPLICANT DETAILS
Name of Contact Person 2eL1I0 EIAIL
< SECTION B : SPONSOR DETAILS
_
SECTION C : NOTIFICATION
Organisation Details ;:.‘1 C:NO U
Organisation Name ™ .
—
Click radio e e e = ===
button V1L NonMalaysia Address () Malaysia Address I State *
Address Of Organisation *
City
—
Postcode *
—

The symbol “*” means required field. The user must fill it.
- Name of contact Person

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

- Organisation Details
i) Organisation Name -> The user should fill name of organisation in the
textbox that provided.
i) Address of organisation -> The user should fill in the textbox with address of
organisation.
iii) State -> User should click at textbox to drop down list and user should
select the state that has shown in the figure below.
iv) City -> 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
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state before click city form to drop down list of city that shown in the figure
below.

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

“Organisation Postcode must be an integer.”

You are required to fill up a MINIMUM of 1 (ONE) contact number (Telephone / Mobile No) ™
Telephone No : @ Mobile No: ©

e —

FaxNo:© Email Address: ~ @

S
S

Insert Your Phone Number In This Insert Your Fax ber In This Insert Your Phone Number In This Insert Your Email In This Format
Format 034567800 Format 034567800 I Format 0134567800 abod@gmail.com

o (2] (2 o

- 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 below. If user fills in the form
except number, the message “Field can only contain number and between 3 to 11

numeric.” will be displayed.

- Mobile 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 below. If user fills in the form
except number, the message “Field can only contain number and between 3 to 11

numeric.” will be displayed.

-  Fax 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 below. If user fills in the form
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except number, the message “Field can only contain number and between 3 to 11

numeric.” 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 “Sponsor

email address is not valid.”.

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: Application Details
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Insert Your NMRR Registration ID in
This Format NMRR-01-1234-5678

Fill in the
text box

Insert Days In Number +
a j  Day/Weel/Month/Year, Example : 1
Week / 1 Month / 1 Year

7

O  February2022 ©

Su Mo Tu We Th Fr Sa

2(|~3||~4(~5
6 7 8 9 10 11 12
13 14 15 16 17 18 19

20 21 22 23 24 25 26
27 28

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

National Medical Research Registry(NMRR) Registration ID

The user must fill in the textbox and click at @ to see the format. User should
follow the format that shown in figure above.

Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document

The user must fill in the textbox field of title.

Please attach a copy of Clinical Investigation Plan (CIP)

User must click at button to upload file PDF only.

- Date of Device Importation
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The user should click at textbox field to display the calendar. The user should

select a date in the calendar. The calendar was shown in figure above.

- CIP / Study No.
The user should fill in the textbox field that provided.

- Estimated duration of Clinical Investigation / Study

The user should fill in the textbox field with number and character and click at @

to see the format. User should follow the format that shown in figure above.

- Proposed date of Start of Clinical Investigation / Study

The user should click at textbox field to display the calendar. The user should

select a date in the calendar. The calendar was shown in figure above.
- Proposed date of Completion of Clinical Investigation / Study
The user should click at textbox field to display the calendar. The user should

select a date in the calendar. The calendar was shown in figure above.

- Clinical Investigation / Study Site

Firstly, the user should click at for fill the form of

investigation site or study site that will be shown in the figure below.
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Click for move
down

Principal Investigator

The symbol “*" means required field.

1. Investigator Site
a) Name of Clinical Investigation Site / Study Site-> The user should fill in the

textbox that provided. If user don't fill the field, the message “Name of
Investigation Site cannot be blank.” will be displayed.

b) Address of Clinical Investigation Site / Study Site -> The user should fill in
the textbox that provided. If user don't fill the field, the message “Address
of Investigation Site cannot be blank.” will be displayed.

2. Principal Investigator
a) Name of Principal Investigator -> The user should fill in the textbox that

provided. If user don't fill the field, the message “Name of Principal

Investigator cannot be blank.” will be displayed.
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b)

d)
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Professional of Position Principal Investigator -> The user should fill in the
textbox that provided. If user don't fill the field, the message “Professional of
Position Principal Investigator cannot be blank.” will be displayed.

Address of Principal Investigator -> The user should fill in the textbox that
provided. If user don't fill the field, the message “Address of Principal
Investigator cannot be blank.” will be displayed.

Contact Number of Principal Investigator -> The user should fill in the
textbox that provided. If user don't fill the field, the message “Contact of
Principal Investigator cannot be blank.” will be displayed. The user must fill it
with number only. If user fill it except number, the message “Field must
have NUMBERS between 3 - 11 numeric” will be displayed.

Email of Principal Investigator -> The user should fill in the textbox that
provided. If user don't fill the field, the message “Email of Principal
Investigator cannot be blank.” will be displayed.The symbol “@" must have in
email. Example: abc@gmail.com. If user fill the form incorrectly or not
follow the format, the message will appear is “Email of Principal Investigator

is not a valid email address.” will be displayed.

Bl Save

After all the forms are complete filled, the user should click at to save

the details.
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Professional of Position Principal lnvestigatos ™

Address of Principal Investigator

Contact Number of Principal Investigator

Email of Principal Imvestigator ~

I |

<L Click at Click for move /

button up and down
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In addition, the details of the investigation site or study site will be displayed in the

table shown in the figure below.

Details of the
Clinical
Investigation /

Study Site

Clinical Investigation 7 Study Sig

.-5“'_“;:.141‘4-‘?“_$_ —

No Name &address Name Of Principal Name Of Ethics Authorisation/Opinion  Approval .
I of the Clinical Investigator, Position, Coordinating Committee/Institutional  Of Ethics Commitee Letter / StUdy SIte
Investigation / Address, Contact, Email ~ Investigator, Review Board
I Study site Position,
Address,
I I Contact, Email l
I Name Name I ,,,,, not se e
I MAYA GONZALES  GRIFFIN WASHINGTON ‘
I Address I
I Address I
RECUSANDAE VEL ESSE I
I Contact I
: Email | Click for delete the
B | Clinical Investigation
| o / Study Site

Click for update the
Clinical Investigation

If user wants to update the clinical investigation or study site, user should click on

button “update” for change the details of site. The form investigation site will be

displayed after clicking on button “update” that shown in the figure below.
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Investigator Site

Name of Clinical Investigation / Study Site *

MAYA GONZALES

Address of Clinical Investigation / Study Site *

VERITATIS MOLESTIAE

Principal Investigator

| )

Mame of Principal Investigator *

GRIFFIN WASHINGTON

Professional of Position Principal Investigator ™

LABORUM PORRO ASSUM

Address of Principal Investigator *

RECUSAMDAE VEL ESSE v

Besides that, user can delete the investigation site with clicking at

button. The alert message will be displayed after

clicking the button that shown in the figure below.
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Click for
proceed delete

Delete Investigation Site?

gl taqce- n

Click for cancel
delete

The user should click “Cancel” for canceled the delete process or click “ok” for

proceed delete the investigation site.

After that, user should click button to update list

coordinating investigator.

@ -> The user should fill in the details in the form provided. The details that user

should fill in the form which are:

Name -> The user should fill in the textbox that provided.

Address -> The user should fill in the textbox that provided.

Position -> The user should fill in the textbox that provided.

Contact -> The user should fill in the textbox that provided. The user must fill
it with number only. If user fill it more than 11 number, the message “Field
must have NUMBERS between 3 - 11 numeric” will be displayed. Then, if user fills
in the field with character, the message “Contact must be an integer.” will be
displayed.

Email -> The user should fill in the textbox that provided. The user must fill it
with number only. If user fill it more than 11 number, the message “Field must
have NUMBERS between 3 - 11 numeric” will be displayed. Then, if user fills in the
field with character, the message “Contact must be an integer.” will be

displayed.
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The form of list coordinating investigator will be displayed that shown in the figure

below.

Click for
closed

Fill in the
form

— O . . . . . O . . . .
=

i

@ SAVE
-> The user should click at to save details.

®—> The details of coordinating investigator will be displayed in table after

clicking button “save”. Example details are:
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User Manual Front End User - Notification

Click for
delete

Showing 1-1 of 1 item.

Noe  MNAME Positicn

NURLUL AUDIT UNIT

Address

NO.ZE, BATU

KEDAH.

2 JALAN KODIANG, D100 KODIANG

Contact Email

D132732026 nazirsh123@gmail.com n

The user can delete the details with clicking at u and alert message will be

displayed. The alert message will be shown in the figure below.

Click for proceed
delete

Delete List Coordinating?

Cancel

®-> The user should click to close the page.

f

Click for cancel
delete

The details of list coordinating investigator will be displayed in table.
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Click for view
details coordinating

investigator
Showing 1-1 of 1 item.
- e -
No Name &address Name Of Principal I Name Of I Ethics Authorisation/Opinion  Approval
of the Clinical Investigator, Position, Coordinatin| Committee/Institutional  Of Ethics Commitee Letter
Investigation / Address, Contact, Email I Investigator] I Review Board
Study site Position,
Address, I
Contact, Emil
1 Name Name 1.1ZZAH d I (not set) (not set)
MAYA GONZALES  GRIFFIN WASHINGTON I I
TN
Address Position L — _‘ p ]
VERITATIS LABORUM PORRO &
MOLESTIAE ASSUM
|, Click for close page
Address
@ RECUSANDAE VEL ESSE

Coordinating Investigator '

Contact

Clinical Investigation / Study Site

After that, user should click button to fill the details

of EC/IRB. The form for EC/IRB will be displayed. The figure below shows the form for
update EC/IRB.
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Fill in the
textbox
Ethics Commitbes (EC] | Institution sl Review Board (IRE) *
Y
ﬂ.ll1h2:.a£n I-:lDIrEI ‘:L[ Hl!-".iﬂﬂwer- L B ] —_— _— -_— -_— -_— —-_— —-_— 1
I T BE REQUESTED FENDING ALTHCOREISATION ACCERFTED/FAVOLRABLE CRFINION I
* radio button
Click at
button

Ethics committee(EC)/Institutional Review Board(IRB)

- The user should fill in the textbox that provided.

Authorisation/Opinion of Ethics Committee
- The user should choose whether “To be Requested” or “Pending” or

“Authorisation Accepted/Favourable Opinion”

SAVE
After that, user click at - to save details. The details will be displayed on

table that shown in the figure below.
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d kel {lirnral rmersiigasnn ¢ Shaty e
Detail of
Showing 1.1 of 1 hem EC/IRB
Ma  Mame&address  Name OF Principal Marre OF Fthics Ppurian Approval
o tha Clinical brvessigacor Poasion, Comardhnating Cammitteslrmircens Ethicy Commines Leter
rresTigancn § dddress, Contact, bnall  Investigeior, Bewievs Board
Study site Pesition,
Aecdedrew
—-—— - —— -
Cormacr, Erail r l
Name Nare vao g | nemmmovseven e |
MATA GONZALES  GRIFFIN WASHINGTON I BOARD I
Addrexs Position l I s
WVERITATIS LABDELI PORRT I # Upsdate List Coorderating Irnesigaton
RACILESTIAE AESLIM
. e - £ Ui £C758

Addrexs
RECUPSANDAE WEL ESSE

Contao
23

Emsii

hywyplenailirater com

= =
[ Click for previous Click for next ]

section seclion

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

# Previous
If user want back to previous section, user should click at button -
Then, user should click at button to the next stage.
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Section D: Entry Point

The symbol “*” means required field.

The user should choose that type of entry that are provided.

Click in the
checkbox

SECTION O: ENTRY POINT

e .

b

#--.::.:.Iu.- Elasg
? angan Sultan Abdul Az Shab Subang
i

o= — T

Click for Click for next
previous section section

[ o B il
L —  — g

The user must tick in checkbox that provided based the entry that user wanted. If
user click at others, the textbox field will be displayed. The user should fill in textbox

that provided.

Other (please specify)

If user want back to previous section, user should click at button m
that shown in figure above. Then, user should click at button to the

next stage.
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Section E: Multiple Shipment (Disabled)

Section E: Multiple Shipment is disabled. The user unable to click Section F

$ Notification Details

L] ]

SECTION C : NOTIFICATION
DETAILS

SECTION D: ENTRY POINT Mote: For

Importation Only)

SECTIOM F: INVESTIGATOR
BROCHURE : Device Idenrtification

SECTION G : ATTESTATIONS &
DECLARATION
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Section F: Investigator Brochure: Device Identification

== Click at radio button =

SECTION F : INVESTIGATOR BROCHUHE : Device Identification

Is this Clinical Investigation / Stufjy being conducted in First In Human (FIH) / First In Man (FIM) *

»7Yesrb

Does the device contain a drug?(flote: this question does not apply to IVDs) ™

’ Yes ah_

Device usage category (please tick the appropriate box

r ‘_IO[)S(S(H(S & Gynaecology I ﬂar(!rovascular

I IOphtha\mo\cgy I)rthopae(hts
O'Physical Medicine I _!Jennro[ogy
‘_IDenta\ I O'tar, Nose & Throat

I naesthesiology Iladm\ogyf\magmg
["Gastroentology & Urology _Eenenal Hospital

I ‘_IGemmaI & Plastic Surgery I OOthers

' JOn(c!ogy

Medical Device Grouping-

Single System

Click at checkbox

- Is this Clinical Investigation / Study being conducted in First In Human
(FIH) / First In Man (FIM)
User should click at radio button whether “Yes” or “No” that shown in the

figure below.

- Does the device contain a drug?(Note: this question does not apply to
IVDs)
User should click at radio button whether “Yes” or “No” that shown in the

figure below.

- Device usage category (please tick the appropriate box)

User should choose the category which is clicking in checkbox that provided.
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- Maedical Device Grouping
The user should click on radio button that provided shown in figure above. The
Medical Device Grouping has four types which are single, family, system and set.

The user should choose the group of medical device.

- Please provide the following supporting documents for investigational
medical device

User must click at button to upload file PDF only. After upload file,

User also can preview the file that uploaded which are user clicks the filename
and file will appear. The user can download and delete the file with click at < for

download and * for delete. If user upload file except PDF, the message will

appear at the system which is “File Type Not Allowed”. User should click “ok” to
proceed in system.

www.mda.gov.my says:

File Type Not Allowed

o< |
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= ’”ﬁﬂia‘W*WF‘L - .
) singte (U system () Family (U set

-_—e e e e e ol

(i) Investigator's Brochure (I8) *

+ Add Investigational Medical Device

Please provide the following supporting document for investigational medical device :

M* Supported Fi
Click for I

upload file Uploaded Files :-
ntroduction (1).p5f

Click at
button
No Device Trade Generic Identifier Model Manufacturer Ma
Name (As Name Name Name (if Name Add]
Per Label) any)

f Medical Device More Than 10

Download Template Medical (§

Uploaded Files :-

Please Upload File b

vice

d File Type : xisx (Excel

After that, the user should click button

Click for
download

l_l

Click for
delete

on

+ Add Investigational Medical Device

and the

form for investigational medical device will be displayed. The figure below shows

the form of investigational medical device.
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Fill in the Click for move
textbox up and down

Investigational Medical Device

Add Investigational Medical Device
The symbol “*" means required field.

- Device Name (As Per Label) ->The user should fill the textbox that provided. If
user don't fill the field, the message “Device Name (As Per Label) cannot be
blank.” will be displayed.

- Trade Name -> The user should fill the textbox that provided. If user don't fill
the field, the message “Trade Name cannot be blank.” will be displayed.

- Generic Name -> The user should fill the textbox that provided.

- Identifier -> The user should fill the textbox that provided. If user don't fill the

field, the message “Identifier cannot be blank.” will be displayed.The user should
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fill the textbox that provided. If user don't fill the field, the message “Trade
Name cannot be blank.” will be displayed.

- Model Name (if any) -> The user should fill the textbox that provided..

- Manufacturer Name -> The user should fill the textbox that provided. If user
don't fill the field, the message “Manufacturer Name cannot be blank.” will be
displayed.

- Manufacturer Address -> The user should fill the textbox that provided. If user
don't fill the field, the message “Manufacturer Address cannot be blank.” will be
displayed.

- Risk classification -> The user should fill the textbox that provided. If user
don't fill the field, the message “Risk Classification cannot be blank.” will be
displayed.

- Brief Description & Intended Purpose -> The user should fill the textbox that
provided. If user don't fill the field, the message “Brief Description & Intended

Purpose cannot be blank.” will be displayed.
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Inwwailgailenal Medical Device

Aa Mames
llundaeriarer Addesss
Renki Claanificaien ™
Bl el s ript &It 1 ¥
Aatel wapstigabional Medical Cwce.

Fill in the
textbox

Click at
button

User Manual Front End User - Notification

The user should click at button to proceed and the

details will be shown in the figure below.
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Detail .
investigational Click to
medical device update
|
: - I
g 0 Upsate Granraiy |
B — o
Click to
Click for update
previous section quantity

Click for next
section

The details add investigational medical device will be displayed at table that shown

in figure above. If user want to delete the investigational medical device, user should

. Delet: u . S, .
click at and alert message “Delete Medical Device?” will be displayed that

shown in the figure below.

Click for proceed
delete

Delete Medical Device?

Click for cancel
deleted
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The user should click at “OK" to proceed deleted and “Cancel” to cancel for deleted.

The user also can update the detail with clicking at and form of

investigational medical device will be displayed that shown in figure below.

Click in textbox
fields to update

Investigational Medical Device

After that, user click button to save details and display

again at table.
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Showing 1-1 of 1item.

No Device Trade Generic Identifier Maodel Manufacturer Manufacturer Address Risk Brief Description
Name (As MName MName MName (if Name Classification & Intended
Per Label) any) Purpose
1 DEVICE TRADE ~ GENERIC  IDENTIFIER MODEL  MANUFACTURER ~ BANGUNAN RISK BRIEF
NAME 3 NAME3 NAME3 3 NAME 3 3 MANUFACTURER 3, JALAN ~ CLASSIFICATION ~ DESCRIPTION 3
AMAN, 41400 KLANG, 3
SELANGOR

User also can add more than one investigational medical device with click again

+ Add Investigational Medical Device

button
OR

If the medical device are more than 10, the user can download the excel template by

clicking ~ Pownload Template Medical Device 5y ypload the excel file by clicking

= Select file...

. The user can download and delete the file with click at < for

download and * for delete.

Then, the user should click Mt S to update quantity at each clinical

investigational or study site.
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Investigational Medical Device

Device Name : DEVICE NAME 1

Trade Name : TRADE NAME 1 Fill in the
Generic Name : GENERIC NAME 1 text bOX
Site Name Site Address Quantity l

MAYA GONZALES VERITATIS MOLESTIAE

0

E_ Click save

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 section.

For Clinical Use (GMD) and Clinical Use (IVD), the user need to fill the comparison

L + Add G rison .
by clicking the button. Figure below shows the form that user

should fill.

42/71



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

Fill in the
text box

Comparisan

_ Click
button
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Section G: Attestations & Declaration
The user should choose whether “Fully” or “Partially” in medical device

application. The user should click on radio button that provided that shown in

figure below.

Click at radio
button

. v : o _ .
The user must click on checkbox | Have Read And Agree To The Above Terms And Conditions

that agree in terms and conditions that shown in the figure below.

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

m. that shown in the figure below. Then, user should click at
button to the next stage.
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9% [ | ewe Rend And bgree Ta The Abave Terms And Condition

=

Click for pravious
section

After all form in each section

completed,

Click for next
saction

the user should click

Q. PREVIEW AND SUBMIT
to preview and submit the application form.

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

below show the details of preview.
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Investigational / Study Device Notification
Click for view
details
SECTION A : APPLICANT INFORMATION Compilete
SECTION B : SPONSOR DETAILS
SECTION € : NOTIFICATION DETAILS
SECTION [ ENTRY POIMNT (Mot For bpostation Only) fm'
SECTION E : MULTIPLE SHIPMENT
SECTION F : INVESTIGATOR BROCHURE | Compiete |
SECTION G : ATTESTATIONS & DECLARATION )
L] *
-

If status , the user should fill it again to change status and
the button “submit” will be displayed.
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Investigational / Study Device Motification

Click for
submit

SECTION A : APPLICANT INFORMATION
SECTION B : SPOMSOR DETAILS
SECTION € : NOTIFICATION DETAILS
SECTION D¢ ENTRY POINT (Mote: For impertatson O m

SECTION E : MULTIPLE SHIPMENT

SECTION F & INVESTIGATOR BROCHURE

SECTION G : ATTESTATIOMNS & DECLARATHON

Click for

m submit

-

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

Confirm Submit Application?

Click for
cancel
submited

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
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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

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

FPX method

Bankdraft

method

ificati ID:cl
APPLICATION PAYMENT DETAILS

APPLICATION PAYMENT DETAILS
FPXACCOUNT TYPE ;2 FPX ACCOUNT TYPE : 2
KOD HASIL FAST MEDIA : H72210 KOD HASIL FAST MEDIA
Application (Submission ID : CRU-20220121-21)

H72210
Payment Amount

Application (Submission ID : CRU-20220121-21)
: RM300.00
Payment Description

Payment Amount
: APPLICATION FEE

: RM 300.00
Payment Description : APPLICATION FEE
* Payment Options : ® x O sankorarT *Payment Options O #x @ pankorart
&= What is FPX?
= A real-time payment solution from your
FPX Operating Hours

1. Bayaran boleh dibuat dengan menggunakan Bank Deraf atas nama

internet banking account. alamat seperti yang tertera di atas: atau
Benefits of FPX

Pay with Online Banking 24 Hour/7

Click On The Link To Go To

"KUMPULAN WANG PIHAK BERKUASA PERANTI PERUBATAN". Sila cetak dan bawa invois ini bersama Bank Deraf ke
FPX Website

Payment shall be made through Bank Draft to "KUMPULAN WANG PIHAK BERKUASA PERANTI PERUBATAN". Please
print and bring this invoice together with the Bank Draft to our address shown above; o
~SIMPLE : only in a single click.

- CONVENIENT payment anytime, anywhere. 2. Bayaran atas talian boleh dibuat melalui laman sesawang www.mda.gov.my dan mengikut arahan yang diberikan.
- SECURE: FPX uses authentication and

certification to ensure safe transaction.
- Real-time transaction.

Online payment shall be made through www.mda.gov.my and follow the instructions given.
* Account Type

3. Bayaran hendakiah dibuat dalam tempoh 30 hari dari tarikh invois ini.
Payment must be made within 30 days of the date shown on this invoice.
@ personal Account O corporate Account

4. Untuk pembayaran Bank Deraf, maklumat Bank Deraf (no. bank deraf dan amaun bank deraf) mestilah
i kedalam

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.
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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.

=" Notification List

Status of the
submitted
Showing 1-20 of 23 items. application
Notification Type
0 No Submission ID Submitted At Applicant Name Notification Statu: Action
©,
Click button to
o 1 :=L 20220121- T PR ‘:;*. ICAL RESEARCH ;:ﬁ, ii.T N FEE : - : N ¢ | make a
: payment

FPX method Bankdraft

method
U i

$>FPX g ‘

The user received JKTPKPP meeting details email notification once their notification

application is in JKTPKPP (EVALUATION) . Figure below shows the email notification

) ) ) DOWNLOAD TEMPLATE
that will be received by the front-end user. The user click to
download the presentation template.
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[MDA] Presentation Schedule and Template for CIU-20220125-23

horrhn Feply
receivedd Lan i VST pm

il

Buy Bus Tickets Online

Tha Sa ldan

Tor vor edormar e, v Praianastes sk MDA T ecieied Bl
Subemdaviom (D CIU-20I20020-20

Preseviatin Daie 7000006

Freveneation Thma 05000

Wherting Laiatin
Sewear Semn Lo Mol Ebevcioe Sty £

Bl gt %o PrtiAidaloons baand. cnl Dnadade o

DUENICAD TEMFLATE -

Click link

Fcickong i Tk toss 200 denmen e M Pt 2o s b ik .1 e
e [T - TSI ATH_FEBSITSTaTIow el

Tk ra,
Avderm METECAST

TCMDCE notes and presentation template

plicant: Device Study
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After the status of the notification application is changed to “COMPLETE", the user

can print the Approval Letter by clicking the button.

[Notification] -> [Clinical Research Study] -> [Device Study] -> [Notification List ]

e Approval Letter: New Notification

CLHGMD- MEELOFA PU
______ - 2501-2022 ~ CILIMICAL USE (GMD) COMPLETE
01255 RiIZ
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e Approval Letter: Subsequent Notification

-20211 730 H OFA PU LINECAL Padiice L Hec
o 3 5133001 NEELOPAPU  CUMKAL oy aview | B e
7 EE THCIM it
S Fd HVESTIGATHOMAL LISE @ Print Letter OF A dech "

st
P
]
P

T © LR T

EPRC N ESLARTE [ THEC CRSEETTHL S T SN I, LT
Erp=TrE—

AT o B MEAEE G PG B S

e M
L PATIY TN TR DS W T,
T T L T T L e S F SRR

WL 1y —— T e — . W 5 .
W me TS o R wwws

- T &
= L=
[repry— wm‘
— -
e T il
—TTT =

o & .
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b) Subsequent application

User click on the Application List at Clinical Research Study -> Device Study ->
Notification List

¥Device Study

¥ New Motification Form
¥ Mew AE Form

» Notification Lis

HHiszory [ 2 0

The system will display page of list application Investigational Use.

B Subsequent Notification

CIU-20211231- . - NEELOFAPU  SUBSEQUENT CLINICAL }
14 02-01-2022 - - COMPLETE

80(1) RIZ MNVESTIGATIONAL USE

F5-GMD- SUBSEQUENT

NEELOFA PU

15 2021123113 02-01-2022 RIZ FEASIBILITY STUDY PRINT CERTIFICATE

o) (GMD)
L F5-GMD- U NEELOFA PU FEASIBILITY STUDY . _
6 ove 31-12-2021 o T COMPLETE

2021123113 RIZ (GMD)
__ Clu-20211231- . NEELOFA PU CLINICAL
7 31-12-2021 § ) COMPLETE

80 RIZ INVESTIGATIONAL USE

B Subsequent Notification

18 '__U-A'u;' 1230- 30-12.2021 NEELOFA PU S-I?_S_:-{U :_‘J CLINICAL COMPLETE

79 (4 RIZ NVESTIGATIONAL USE

2021 0 EA )

19 ClU-2021123 30-12-2021 NEELOFA PU SUBSEQUENT CLINICAL COMPLETE

79(3) RIZ INVESTIGATIONAL USE

User click on . Next step is click OK and the system will display
Subsequent Application where the data has been copied from the previous application.
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= Device Study - SUBSEQUENT CLINICAL INVESTIGATIONAL USE [ CIU-20211231-80(1} ]
L Notification Details

Notification to Import Or Supply Medical Device for SUBSEQUENT CLINICAL INVESTIGATIONAL USE SECTIDN A: APPLICANT DETAILS

{In accordance with Medical Device (Exemption) Order 2016)

Al fields are mandatory unless stated otherwise. SECTION € : NOTIFICATION
DETAILS

PURPOSE OF NOTIFICATION *

Importation Supply [ Note: For Locally Manufactured Medical Device)

GENERAL INFORMATION

SECTION A : APPLICANT DETAILS

Role OF Applicant -

) Local Sponsor ' An Authorised person from a local organization (in case of foreign sponsor / manufacturer) ) Contract Research Organization (CRO) @) Others

Others (please specify)

urmmM

Name of Applicant : ©

DR. SHARIFAH FARIDAH BINTI SYED OMAR

The user is unable to make any changes in Section A and Section B. The user should go to
Section C to make a subsequent. At Section C, the user must click at the “Please tick the
appropriate box below:"” checkbox. There are 10 types of subsequent that the user can tick at

the checkboxes. Each checkbox will opened different field.

SECTION C: NOTIFICATION DETAILS

Please tick the appropriate box below:*

O add Device Quanitity O add Study Site and Device O additiona nvestigator
O Extenzion of Study Duration O Change Study Site O Change EC/IRE
[0 Change/Remove Principal / Co-Investigator [ Changes on CIF / IE [0 Submission of Progress Report

O Completion / Termination of Study

the Acknowledgment on Motification letter generated by the system. Changes

Please make sure the appropriate box / boxes relat

tion at the checkbox will not

made witl

Below is the list of the checkboxes and their respectively opened field.

Add Device Quantity

- Section C: Date of Device Importation
- Section D: Entry Point
- Section F: Update button, Add quantity button
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- Section G

2 Add Study Site and Device

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Date of Device Importation, Add Clinical Clinical
Investigation / Study Site button

- Section D: Entry Point

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB), Add quantity button, Update button

- SectionG

3
Additional Investigator

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Add Clinical Clinical Investigation / Study Site button, Update
button, Update List Coordinating Investigator button, Update EC/IRB button

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB)

- SectionG

4
Extension of Study Duration

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Estimated duration of Clinical Investigation / Study,

Proposed date of Completion of Clinical Investigation / Study , Add Clinical
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Clinical Investigation / Study Site button
- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB)

- SectionG

5
Change Study Site

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Add Clinical Clinical Investigation / Study Site button, Update
button, Update List Coordinating Investigator button, Update EC/IRB button

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB), Add quantity button, Update button

- Section G

6
Change EC/IRB

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Add Clinical Clinical Investigation / Study Site button, Update
button, Update List Coordinating Investigator button, Update EC/IRB button

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB),

- Section G

7
Change/Remove Principal / Co-Investigator

- Section C: Title of Clinical Investigation / Study - as stated in the Clinical
Investigation Plan (CIP) document, Please attach a copy of Clinical

Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
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(CIP) document, Add Clinical Clinical Investigation / Study Site button, Update
button, Update List Coordinating Investigator button, Update EC/IRB button

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB),

- Section G

Changes CIP/IB
- Section C: Title of Clinical Investigation / Study - as stated in the Clinical

Investigation Plan (CIP) document, Please attach a copy of Clinical
Investigation Plan (CIP) ), Changes Summary in Clinical Investigation Plan
(CIP) document, Add Clinical Clinical Investigation / Study Site button, Update
button, Update List Coordinating Investigator button, Update EC/IRB button

- Section F: Investigator's Brochure, Changes Summary in Investigators
Brochure (IB),

- Section G
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Submission of Progress Report

Update Progress Report
- Section C: Click in Section C and fill the

progress report form.

SECTION C : NOTIFICATION DETAILS

Please tick the appropriate box below:®

O Add Device Quantity O Add Study Site and Device O Additional Investigator
O Extension of Study Duration O Change Study Site O Change EC/IRB
O Change/Remove Principal / Co-Investigator O Changeson CIP/ 1B Submission of Progress Report

O Completion / Termination of Study

Please make sure the appropriate box / boxes related to changes has been selected, as it may affect the Acknowledgment on Notification letter generated Fi" the Studv
by the system. Changes made without selection at the checkbox will not be stated in Acknowledgment on Notification letter.

progress
For Subsequent Application, please state : @
Previous Submission ID: * @ report form

C1U-20211231-80 (1)

Previous submission date : * @

02-01-2022

Submission of Progress Report:

Update Progress Report

\ 4

Summary of Unanicipaed Adverse Effects
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The user will get email notification after the completion of the progress

report. Figure below shows the email notification that will be received by the

front-end user.

[MDA] Acknowledgement: Progress Report Submission Received [CIU-
20220125-23 ]

from:No Reply MedcastV2 <medcast_mail@mdb.gov.my>
received: Jan 25 12:19 pm

Dear Sir/'Madam,

Your Notification for Progress Report Submission has been received and recorded.

Thank you,
Admin MEDCAST

Section G
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10

Completion / Termination of Study

Update Study Status
- Section C: Click in Section C and fill the study

status form.

SECTION C : NOTIFICATION DETAILS H

Please tick the appropriate box below:*

O Add Device Quantity O Add Study Site and Device O Additional Investigator
O Exsension of Study Duration O Change Study Site O Change EC/IRB
O Change/Remove Principal / Co-Investigator O Changes on CIP/ 1B D Submission of Progress Report

Completion / Termination of Study

Please make sure the appropriate box / boxes related to changes has been selected, as it may affect the Acknowledgment on Notification letter generated
by the system. Changes made without selection at the checkbox will not be stated in Acknowledgment on Notification letter,

For Subsequent Application, please state : @
Previous Submission ID: ¥ @

CIU-20211231-80 (1)

ow oF oevce stuoY
Previous submission date : ¥ @
AINATION OF DEACE STUDY U

02-01-2022

Completion / Termination of
Clinical Investigation / Study:

\ 4

Particutars of Medical Devices to be Exporced Out / Dispored Locally

No. Device  ldenifier  Total Quantity Total Quantity Exportedto  Total Disposed
Name Imported (Units) Origin (units) Locally (Units)
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The user will get email notification after the completion of the completion or

termination of study. Figure below shows the email notification that will be

received by the front-end user

[MDA] Acknowledgement: Completion / Termination of Study Received
[CIU-20220125-23 ]

from:No Reply MedcastV2 <medcast_mail@mdb.gov.my>
received: Jan 25 12:19 pm

e OnlyRM54.90" z
%IF;;E'; for 3 months Subscribe Now

Dear SirMadam,

Your Netification for Completion / Termination of Study has been received and recorded

Thank you,
Admin MEDCAST

- Section G

If the user wants to change the subsequent type, a “Unchecking this will reset the form,
Continue?” a message appeared and all the information that the user fill automatically reset
and the user need to fill again. Figure below shows the “Unchecking this will reset the form,

Continue?” message. Then, user click “OK” to proceed or click “Cancel” to cancel and untick

the checkbox.

medcast.mda.gov.my says

Unchecking this will reset the form, Continue?

Click to - “ Cancel — Click to
proceed cancel
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If the user clicks “OK", the page will be refreshed and the applicant goes back to Section A
and the applicant needs to fill all the information that has been inserted before unticking

the checkboxes since unticking the checkboxes will reset all the form.

The user complete the Subsequent Application form and click on button

i i i
to preview the information that user change.

Investigational / 5tudy Device Notification

]

B SuBMIT

Progress Report Comipletion f Termination of Clinical Investigation / Study
SECTION A : APPLICANT INFORMATION | Complete |
SECTION B : SPONSOR DETAILS
SECTION C: NOTIFICATION DETAILS
SECTION D: ENTRY POINT (Mote: For Importation Only) | Complete |
SECTION E : MULTIPLE SHIPMENT
SECTION F: INVESTIGATOR BROCHURE | Complete |
SECTION G : ATTESTATIONS & DECLARATION | Complete |

Subsequent Types:

- Add Device Quantity

- Add Study Site and Device

- Extension of Study Duration

- Changes on CIP /1B

- Submission of Progres= Repart

- Completion / Termination of Study

SUBMIT
-

4

Click on to submit form.

-
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The status of application will be on evaluation stage.

Showing 1-20 of 90 itemns.
Notification Type
[J No SubmissionID Submitted At Applicant Name Notification Status ~ Action
ClU-20220124- _ - NEELOFA PU SUBSEQUENT CLINICAL o
N 25-01-2022 o EVALUATION
21(1) RIZ NVESTIGATIONAL USE
c) AE Form

Clinical Rese:

*Device Study

¥ linical Research Lise

- User should click at menu Clinical Research Study.

- User should click at sub menu Device Study.

After click at sub menu Device Study, the list down of sub menu will be

displayed that shown in Figure below.
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arch Study

»Device Study

» New Notificaton Form

* New AE Form

¢ Notification List( 86 )

vHistory (2)@

The user should click at sub menu New AE form. The AE form will be

appear. The figure below shows the AE form to applicant to fill it.

Fill in the text

box
= ADVERSE EVENT (AE) [AE-20220125-10]
ADVERSE EVENT (AE) FORM
CIP Number / Study Number : ™ CIP Title / Study Title : ™
o .
>
Date Sp R d Report of AE: Country Cod Study Site : ¥
A el
Patient ID Code : * AE ID Code : Dar f Py / First U:
o Y
= ¥ 3
Date of Event Onset: * Serious AE or Non Serious AE: *
S
Fill in the text
(] January 2022 0
box
Su Mo Tu We Th Fr Sa
1
2 3 4 5| 6, 7 8

9||-10||-11()-12|(-13(-14(-15
16| 17 18 19 20 21 22
23 24 25
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- CIP Number / Study Number
The user click at the dropdown list and choose the completed & approved
Device Study application.

- CIP Title / Study Title
When the user choose at the CIP Number / Study Number dropdown list, CIP
Title / Study Title appeared automatically,

- Date Sponsor Received Report of AE
The user should click at textbox field to display the calendar. The user should
select a date in the calendar. The calendar was shown in figure above The
user should fill in the textbox that provided.

- Country Code
The user should fill in the textbox that provided.

- Study Site
The user should fill in the textbox that provided.

- Patient ID Code
The user should fill in the textbox that provided.

- AEID Code
The user should fill in the textbox that provided.

- Date of Procedure / First Use
The user should click at textbox field to display the calendar. The user should
select a date in the calendar. The calendar was shown in figure above.

- Date of Event Onset
The user should click at textbox field to display the calendar. The user should

select a date in the calendar. The calendar was shown in figure above.

- Serious AE or Non Serious AE
The user should fill in the textbox that provided.
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Fill in the text

Click at radio
button

Description of Event

The user should fill in the textbox that provided

Action / Treatment / Patient Outcome

The user should fill in the textbox that provided

Relationship to Procedure

Radio button -> Not related, Unlikely, Possible, Probable, Causal Relationship

Relationship to Investigational Device

Radio button -> Not related, Unlikely, Possible, Probable, Causal Relationship

Unanticipated Serious Adverse Device Effect (USADE)
Radio button -> Yes, No

Treatment Arm

Radio button -> Investigational Device, Control Group, Blinded, NA
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box
Description of Event: * Action / Treatment / Patient Outcome: ™
v v
i
Il-———————————-.
Relationship to Procedure: * Relationship to Investigational Device: *
Not related Unlikely possible O Probable C (ausa\Re\auansmpl I Not related Unlikely Possible (O Probable () Causal Relationship I
. I o January 2022 )]
Unanticipated Serious Adverse Device Effect (USADE): * © I Treatment Arm: *
D ves O No I Investigational Device O Control Group OO Blinded O NA I Su Mo Tu We Th Fr Sa
l e e e e e e - = =
1
Event Status: * I Date of Event Resolution
D Resolved O Resolved with Sequelae O Ongoing O Death < 2 3| 4 5|67 8
| 9 10|11 12 13 14 15
_—m o o o, o o o
: 16 17 18 19 20 21 22
23 24 25
-
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- Event Status
Radio button -> Resolved, Resolved with Sequelae, Ongoing, Death

- Date of Event Resolution

The user should click at textbox field to display the calendar. The user should
select a date in the calendar. The calendar was shown in figure above.

The user click button once the user fill the mandatory field.

The user will get email notification after the completion of the AE form. Figure

below shows the email notification that will be received by the front-end user

[MDA] Acknowledgement: Adverse Event Notification Received [AE-
20220125-11]

from:No Reply MedcastV2 <medcast_mail@mdb.gov.my>
received: Jan 25 11:41 am
e

o .
'I__B% " RM__B )

Buy Bus Tickets Online

Easy Payment Method. No Additional Charge. Book Your Bus Tickets Now.

redBus.my Book Now >

Dear SirMadam,

Your netification on Adverse Event of the study (CIP No: CIP1234) has been received and recorded.

Tor unresolved / ongoing event status, you are required to update the event status under the category New AE form at the navigation menu (under Device Study notification).

Thank you,
Admin MEDCAST

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.
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Status changed

Click for
update
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. Updat —
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

L ™ Notificatsan Details

Device Study - CLINICAL INVESTIGATIOMAL USE [ C

MOLITRCatomn (o Import Or Supply Medical Device for Pl el DTS T TR,
[in accordance with Medical Device [Exemplion| Onder 2076

Al Fids are mandatery unien sated cthermae.

IF MOTIFICATION * L

displayed that shown in the figure below.

Then, user should update the details of application information at the form. The user

can edit at detail that changed only.
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Details can
be edited

atsnn Details

And then, click to submit the application.
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-

Investigational ! Study Device Notification

B SUBMIT

SECTION A : APPLICANT INFORMATION

SECTION B : SPONSOR DETAILS

SECTION € : NOTIFICATION DETAILS

SECTION D: ENTRY POINT Mone: For importasion Onby)
SECTION E : MULTIPLE SHIPMENT i

SECTION F : INVESTIGATOR BROCHURE

T

SECTION G : ATTESTATHONS & DECLARATION

—— Click for
submitted

B PRINT NOTIRCATION

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

CLINDCAL INWES MIGATIONAL
1 CU-I0Z201 24-27  24407-2022 MEELCFA PU RIZ SE EWSLLIATION M P.acvice B Recsipt

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