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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

Email CAB Application
<:| GLPCP Application

Passwiord Notification Appilication

Re-Confirm Password

e S

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
1 ANNOUNCEMENT - ABOUT MeDC@St (2017-11-16) New!
EErUSCmADe <::| MeDC@St is a web-bas_Read More..

SEMINAR WITH MEDICAL DEVICE INDUSTRY 2017
_ e {2017-11-18) Newl
Fassword Greetings from the A_Read More..

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

Optimal display using browser

@eeee

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.

B AETFREATIN

W AT i

CIT 46 asd biisd Jalie Mg M s b
Evisblshancri Lbrueg, S of Bevi s Begifestios wf Gapret
Faraet. B 0 0 covirlud wrde wiarr oy s e i
crawisd by a0 sapbcart o mek or Lesdevnes _osusn
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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.

UNIJAYA RESOURCES SDN BHD 7/148



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

2.2.1 NEW APPLICATION FORM

et igaticanad e
¥ Hew Applicaton Form

¥ Miewi Apglcat o Fosm
¥ Appdecalion List (0)

k Applecatson List (O

¥ Mestowry | O
' rHistory (0] g

¥ Meewr Applacatecan Form

 Apsplscaton List | O
¥ New Application Form

¥ Mistesry | 0

¥ Application List [ 0

¥ History (D)

® M Applacal s Foimm
¥ New Applscation Forms

. F Applecatbon List [0 )
» Application List [0)

» History ()
¥ History (0 ) )

a) CLINICAL INVESTIGATIONAL

First, user should click at sub menu Clinical Investigational to list
down the three sub menu which are Investigational Use, Clinical

Research Use, Notification of Change.
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1) INVESTIGATIONAL USE

a) New Application

Mnvestigational Use

rClinical Research Use

#Notification Of Change

@— User should click at menu clinical investigational.

@— User should click at sub menu investigational use.
After click at sub menu Investigational Use, the list down of sub menu

will be displayed that shown in Figure below.

» New Application Form

¥ Application List (0)

»History (0) @

The user should click at sub menu New application form to apply the
registration form for Investigational Use Registration. The application
form will be appear. The figure below shows the application form for
applicant fill it. The user should fill all investigational use form. There
have nine section which are:

SECTION A : Applicant Details
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SECTION B : Sponsor Details

SECTION C: Application Details

SECTION D : Entry Point

SECTION E : Multiple Shipment

SECTION F : Attestations & Declaration
SECTION G : Investigator Brochure
SECTION H : Clinical Investigation Plan(CIP)
SECTION I: Appendix A

v Circular Letter

v Guideline D

Click radio
button

*  User Management

B MOTIFCATION

W ADCDUNT MARAGEWENT

W OHLINE HELP

Hide Main Menu Hide Application 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
The symbol “*” means required field. The user must fill it.
- Role of Applicant -> User should choose whether local sponsor or

manufacturer.

Local Sponsor

If user choose local sponsor , the form that user not to fill is

section B.
Click at Details

radio Application =
button will changes

Application Details

S 1 s
SECTION A : APPLICANT DETAILS SECTION A : APPLICANT DETAILS

Role Of Applicant SECTION C : APPLICATION DETAILS
e LELY Manufacturer e}

SECTION D: ENTRY POINT [riste: far
importation Ow

2, Name of Applicant : SECTION E : MULTIPLE SHIPMENT
SECTION F : ATTESTATIONS &
DECLARATION

. . SECTION G 2 INVESTIGATOR
3. NRIC NofPassport : © @ 4. Designation : S

BROCHURE : Des

SECTION H: CLINICAL INVESTIGATION

PLAN [CIP}: General Information

5. Organisation Information SECTION | : APPENDIX A

If user choose Manufacturer, the form that user will fill which are all section.
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Click at Application
radio button details will be
changes

SECTION A : APPLICANT DETAIL L Application Details

Rale OF Applicant SECTION A : APPLICANT DETAILS

Local Sponsor "' Manufacture SECTION B : SPONSOR DETAILS

SECTION C: APPLICATION DETAILS
2. Name of Applicant : *
CTION D: ENTRY POINT piots: Far

SECTION E : MULTIPLE SHIPMENT

3. NRIC NofPassport : © @ 4_Designation : * ATTESTATICNS &
ATION
SECTION G : INVESTIGATOR
BROCHURE : Device identification
5. 0 ation lnformatio

SECTION H = CLII

Organisation Name *

2. Name of Applicant

- User should fill name in the textbox that provided.

3. 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.
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Insert Your NRIC/Passport In This

Format 961223120000 / ADDOO0000 Click radio Fill in the
* button textbox
L7
SECTHOM A : APPLICANT DETAILS
Role Of Applicant
<% L 3 Application Details
Locad Sponsor Manufacturer
2. Mame of Applicant : "
3. HRIC No/Passport = | — 4. Designation : *
4_ -+
SECTION F : ATTESTATIONS &
DECLARATION
5. Organisation Information
SECTION G 2 INVESTIGATOR
Organizatian Hame " BROCHURE ; Devioe kdentification
p— SECTION H : CLINICAL INVESTIGATION
PLAM (CIF): General Information
ddress OF Org tho Stat
e EL
Fill'in the
textbox

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

figure above.

5. Organisation information
Organisation name -> The user should fill name of organisation in the

textbox that provided.
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- 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.

- 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 state before click city form to drop down list of city that shown
in the figure below.

- 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.”

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

numeric” will be displayed.

7. 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 - 11

numeric” will be displayed.

8. 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 except number, the message “Field must have NUMBERS between 3 - 11

numeric” will be displayed.

9. Email address
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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.”

Click to
move up

/ and down

Insert Your Mobile Number In This Fill in
Fomat 0134567890 textbox
Address 0f Organisation * et
bk n
r
You are required to fIll up @ MINIMUM of L {@ME) contact number [Telephone | Moblle Ho) ™
i, Telephone Mo G e
—
it 9. Erail Addreas : ©

Insert Your lelephone Number In iresest Your Fax Number in Thes Insest Your Email In This Formal
This Format 034567590 Fomal D34SETE90 sberdfgmal com
o
Click to next
stage

UNIJAYA RESOURCES SDN BHD 15/148



Medical Device Authority, Ministry of Health Malaysia User Manual Front End User - Notification

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

Next =»

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

the next section which is Section B.

Section B: Sponsor Details

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

1.

Name of contact Person

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

2. 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 the figure below.

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

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.”.
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SELECT STATE- [ oot _____________________________J

N

Click to

s move up
ani and down

= Clineal Imvestigation - Investigational Use (IU-201712 $-20)
Application Details
SECTION B SPOMSOR DETAILS (To be filled if applicant detalls abave is ot sponsos
SF APPLICANT DET)
1. Mo of Coniact Person 1
==
Dreta
ganication Mame *
-
B i State
e ——-
City
4
alend
.
&
Fill in the
textbox

3. 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.

4. Mobile No.

The user must fill in the number only and click at © {0 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.
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5. 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
except number, the message “Field can only contain number and between 3 to 11

numeric.” will be displayed.

6. 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.”.

Insert Your telephone Number In Insert Your Mobile Number In This Inserl Your Emai In This Format
This Format 034567890 Format 0134567590 ahud-@gmaim
0
You are required to fill up & MINIMUM of 1 (ONE) contact number (Telephond [ Mobile No| ’
3. Telephone No : @ 4. Mobile No: " @
iy,
5. Fax No: @ 6. Email Address:" @

Click to Insert Your Fax Number In This -
2 Format 034567890 Click to
prtiwous next stage
stage

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 C: Application Details
The symbol “*" means required field. The user must fill it.
1. Select Application Type

- User should choose the type of application whether “First Application” or

H H ” . . L ] o A
“Subsequent Application”. If user click on radio button First Application ¢

field of number 2. will be disabled.

2. For Subsequent Application, please state : @

Previous MDA identification no :™ @

- . . *
Previous submission date:” @

Subsequent Application

If user click on radio button .the field of number 2 will

be enabled.

2. For Subsequent Application, please state : @

Previous MDA identification no:™ @

. " ® *
Previous submission date ;™ @
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Inseit your MOA kelifcation No i Insest your previous submission date
this format, MDAADE00000C. For in this format: (1-01-2016. For mone
muore han one previous MDA than one previous submission date,
Gioiiz . S — T
Information is not required for first i e plesse insert ALL previous
Click at B AT i submission date accordingly, for
ICK & apphication m‘:.::;;-mh::ﬁ example, type 01-01-2014, 02-03-
radio button MOANDER01 XXX, ele e

SECTEON C: APPLICATION DETAILS

1. Select Application Type * | B Application Details
I % First Application ubsequent Application
ARBEA L
2. For Subsequent Application, please state : R
Previcus MDA identification no :* €l

SECTRON E: MULTIPLE SHIPMENT

3. National Medical Research Registry (NMRR) Registration 1D

G2 INVEST!

BROCHURE : Device [dentification

SECT

SECTION H ; CLINICAL INVESTIGATION
4. Title of clinical investigation - as stated in the Clinical Investigation rY PO - - e il Type s g PLAN (CIP): General Infarmation

document * k

Plan CI

[

Uploaded Files :

Insert Your NMRR Registration ID in Upload File Of Clinical Investigation o e

This Format NMRR-01-1234-5678 Plan(CIP)

Supported File Type - PDF Only

- Upload file

2. For Subsequent Application, please state:

- Previous MDA ldentification no -> The user must fill in the textbox and click at

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

above.

- Previous submission date -> The user must fill in the textbox and click at @
to see the format. User should follow the format that shown in figure above.
The user can insert more than one date in this field.

3. 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.
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4. Title of clinical investigation- as stated in the Clinical Investigation Plan(CIP)

L. Upload file
User must click at button untuk upload file PDF only and not more

than 300MB for file size.
5.CIP no.
The user should fill in the textbox field that provided.

Insert Days In Number +
Day/WeekMonth/Year, Example - 1 Fill in the
Week / 1 Month / 1 Year textbox

5.CIP No: ™ &. Title of Clinical lnvestigation - as stated in Protocal document : *

F 3

L J
7. Estimated duration of the clinical investigation : @ o

B. Proposed date of start of clinical investigation : " 9. Proposed date of completion of clinical investigation : :

A

h
=
3
+

o December 2017 0

Su Mo Tu We

Th Fr Sa

Clic!( to : Click for
P"i‘-”ous S d 7 s next stage
stage @ a4l a

6. Title of Clinical Investigation- as stated in Protocol document
The user must fill in the textbox field of title.

7. Estimated duration of the clinical investigation

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.

8. Proposed date of start of clinical investigation
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.
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9. Proposed date of completion of clinical investigation
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.

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.

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 D: ENTRY POINT
—=

J

spangan Terbang Antarabangas Kusla
Felabuhss Klang
spangan Sultan Abdul deis Shak Subang

Click for Click for next
previous section section

e on & &l
L o  — 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.
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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.

Section E: Multiple Shipment

@The user should click at and the page form for shipment will be

displayed.

Click for add
shipment

SECTIONE : NULTIPLE SHIFIEN ch o = k] Bhypreent 4o oxkd' Thproend - Bipaal U AdiRiRary

=

- Shipment Type Tokal Hummber Of Devices

The form for shipment will be displayed after click on button that shown in figure

above. The figure below show the form for add shipment.
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Fill in
textbox
Multiple Shipmemt
Shipment Type : First Shipment

@nhl 1 Total number of devices per shipment

@ -> The user should fill the textbox with number of shipment.

@—> The user should click at button “Add Shipment” and automatically the

message will be displayed.

®-> Detail of shipment will be displayed in the table that shown in figure below.

UNIJAYA RESOURCES SDN BHD
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Detail
shipment

SECTEMME  MULTIFLE SHIPMIEMT jobob o = dobki Uisprafler w5 aud| Muprmst . dagut  comsamr

+  Add Shpment

[ Shipment Type Total Mumber Of Deyuoes

Click for previous
slage

Click for Click for
update delete
R 7 = 4o PR

—

Click for
next stage

The user can update shipment with click at and the page update will be

showed.
Update total
number
Multiple Shipmsnt
Shipment Type
Total ; Totsl numbey of devioes pav Shipment
-+

Add Shipment &

@ Click for save

®—> The user can update or edit the total of shipment in the field.

®—> The user should click button “Add shipment” to save updated.

UNIJAYA RESOURCES SDN BHD
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If user want to delete the shipment, user should click at m . The alert

message “Delete shipment?” will be displayed that shown in the figure below.

Click for Click for
cancel delete confirm delete

Delete shipment?

— . Cancel

The user can click at “cancel” to cancel the delete shipment or click “ok” to proceed

delete.

If user click “ok”, the message WiII be displayed.

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.

Section F: 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.
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Click at radio
button

User Manual Front End User - Notification

The user must click on checkbox

! | Have Read And Agree To The Above Terms And Conditions

conditions that shown in the figure below.

that agree in terms and

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.

UNIJAYA RESOURCES SDN BHD
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Click in
checkbox

User Manual Front End User - Notification

s —

—

Click for pravious
section

Section G: Investigator Brochure
1. Is this study being conducted in First In Human (FIH)/First In Man(FIM)

Click for next
seclion

User should click at radio button whether “Yes” or “No” that shown in the

figure below.

2. Does the device contain a drug?

User should click at radio button whether “Yes” or “No” that shown in the

figure below.

3. Device usage category

User should choose the category which is clicking in checkbox that provided.

4. For IVDs only

User should choose the type which is clicking in checkbox that provided.

UNIJAYA RESOURCES SDN BHD
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Click at
radio button [

SECTION G : INVESTIGATOR EROEHURE : Device ldentification

1. Is this study being condugted in First In Human (FIH) / First In Man (FIM} i
’ Yes ‘ 708
7. Does the device contain aldrug? Mot thiz question dos not appty to IV *

—
e | Ve NO

3. Device usage cotegory e tok the sppropriste box

I IU?"-:-ll.'ll ics & Gynaeotlogy I E.Jlili")'\.'-\.'.'-l'.llldl
I Jorhthaimology I Prthopsedics
Plosical Medicine M eurolop

I Il.rl.'nl-ﬁ I Ear, N{"'!*;::'- Thraat
| Anaesthesiology | adiology/Imaging
I Ii'_-aslrl-l:nlull-:_-.-,--'\'. Uralogy I l1-.-:-um| Haspital
I Il'.' snyeral & Plastic Surgery I l hers

== =

4. For IVDs only iplesse tik tha spprogrists box
I- Il.'rn-nu-m W I- I-1|-: roblalogy
I Ilum'uu:mln Y I I:'Iu'u-':‘: Toxicology
I _yHaematolagy I Pathology

Click at
checkbox

5. Medical Device Grouping
The user should click on radio button that provided shown in figure below. The
Medical Device Grouping has four types which are single, family, system and set.
The user should choose the group of medical device.

6. Please provide the following supporting documents for investigational medical

device

L. Upload file
User must click at button untuk upload file PDF only and not more

than 300MB for file size. After upload file, User also can preview the file that

uploaded which are user clicks the filename and file will appear. Beside that, user

%
can download and print by clicking symbol . The user can download and
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* 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

-

)4

Click at
radio button

Click for

# fdd ineratigmtona| Bedoal Dnee |8

—‘ upload file
____________ Fl

Liplosdied Flims

After that, the user should click button

A
No levire e Copmenric M e Model Numbesic]
sherali o Lo Mame Hamu Mame ilany|
Click at
button

Mamsmum | e Sire MM -
Supporied File Type PDF Omnly C||C.k fﬂr
download
8. 3% 0. pdf i K
nufackures Manufacharer [l
Bedd reas Clagsificalion MYE|
J Hext =
Click for
delete
+ 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
LY
Add Investigational Medical Device
Dewice dentification
-—
Trage Mame *
-—
Genesic Hame ™
-—
Model Hame
-—i
M| Number(s) (if any)
-—
Manufscturer Name
—

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

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

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

- Model Number(s) -> The user should fill the textbox that provided. The

number is not required field to fill it.
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- 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.

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

- Total cost of device -> The user should fill the textbox that provided. The user
must fill the textbox with number only. If user fills it except number, the
message “Total Cost Of Devices (MYR) must be a number.” will be displayed. If
user don't fill the field, the message “Total Cost Of Devices (MYR) cannot be

blank.” will be displayed.

Fill in the
textbox

Manodadiurer Addreds

—
Device Claseificalbon

i
Todal Casl Of Dévicas (MYR] *

-
Cy

Click at
button

|
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

=== mesical device updats

[ [ebie Timde Tirrieie Madel Haatr Marmilatbiie Manufacluser [iraonr Tosksd Cossd O
Identiflcation K Mama M Wambar|a] (1 Wi Adddrews Chasiiflcaklan

Click to

Click for Click for next
previous section 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 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

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 #-Updst and form of

investigational medical device will be displayed that shown in figure below.
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Click in textbox
fields to update

Add Inwestigational Medicsl Device

Device identification ©

Trade Mame

eneiric Name

Model Hame

Model Number|s) (if any)

Manufacturer Hame *

. Add Investigational Medical Devices . .
After that, user click button to save details and display

again at table.

Showing 1-1 of 1 item.

No  Device Trade Generic Model Model Manufacturer  Manufacturer Device Total Cost OF
Identification Mame Name Hame Number(s) (if Hame Address Classification Devices
any) (MYR)
il DEVICE EE FASS DAS MODELS 4 NAZ NO.66, JALAN 27/27B, G 600 # Update

TAMAN DESA SETAPAK

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

+ Add investigational Medical Device
button .
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If user want back to previous section, user should click at button m

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

next section.

Section H: Clinical Investigation Plan(CIP)

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

investigation site that will be shown in the figure below.

Click for move
down

MNamee of Investigation Site

Prirecipal nestigator

Professional of Position Principal Imeestigator

G
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Clinical investigational plan
The symbol “*" means required field.
1. Investigator Site

a) Name of investigation 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 investigation 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.

b) 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.

c) 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.

d) 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.

e) 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.
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Bl Save
After all the forms are complete filled, the user should click at to save
the details.

Professional of Position Principal lnneestigatos -

Address of Principal Investigator

Contact Number of Principal Investigator

Email of Principal Imvestigator ~

I |

I Click at Click for move /

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

the figure below.

Details -
) i ) Click for update
investigation site investigation site

SECTION H : CLINICAL INVESTIGATION PLAN [CIP): Generll informatian

i |

Shawing 1-1 of 1 it
- - e . -

=]
Mo  Hame L addressofthe  Hame Of Principal Investigatosr, Mame Of Coonfinating  Ethics Buthorisation/Oginion  Approwal
imvestigation site Puozition, Address, Contact, Email I mvestigator, Pesition, Coenmities/Institutional  Of Ethics Litber
I Addiress, Contact, Review Board Commites
I Emnail
at u List Coordinating Investigato
I Pasiticn I # Update ] igaton
MALHAGER
T I # Update EC/IRE
I Address
HNOLLTF, B I
I et I
I Contacl
| l Click for delete
Email = = : 2
_ | investigation site
nazirshnot#iasi@gmailoom
l —-_ s e o e e . ..

-

If user wants to update investigation 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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Clinical Investigational Plan

Name of Investigation Site r

ABDUL RAHMAN BIN HAMID

Address of Investigation Site 2

MO.2B, BATU 2 JALAN KODIANG, 06100 KODIANG, KEDAH.

Mame of Principal Investigator *

MUHAMMAD NASRAN BIN MOHAMAD NASIR

Professional of Position Principal Investigator ©

MANAGER

Investigator Site

P
Principal Investigator

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.

Click for
proceed delete

Delete Investigation Site?

gl :a"ce- n

Click for cancel
delete

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

proceed delete the investigation site.
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After that, user should click button @ Spdite Lt Coovandingiee sttt 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.

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

below.
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Fill in the
form

g

@. HAME

E

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

Click for
closed

|
|
|
|
|
|
I
|
|
|
|
|
4

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

clicking button “save”. Example details are:

Click for
delete

Showing 1-1 of 1 itemr
Noe  MNAME Position Address Contact
JRL AUDIT UNIT NO.ZB, BATU 2 JALAN KODIANG, D100 KODIANG 013273203
KEDAH.

B

Email

nazirah123@Egmail.com u
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The user can delete the details with clicking at E and alert message will be

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

Click for proceed
delete

Delete List Coordinating?

Cancel

f

Click for cancel
delete

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

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

User Manual Front End User - Notification

SECTICE M ([

FACAL IHVE STIGATION PLAN (1P Genersl Information

- |

§1-1=f 1w ———— n
T — Fettian. dadrrm et pat Committes/lattutiensl O Ethica Lttar
I Ardmay, Lo, Ereadl Ihfuﬁ. Eaard Lommess
o o IS L o TN
; | I T
Adderic Puuiticas I I -
o e N .
Rildirrss
Click for
I/"“\II close page l
Costart . \‘_E‘/ C)
Diresd
" -

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
Ethica: Commnalites (EC) | Institutional Review Board (IRE) ‘
Y
I'.I.||‘.h2-_,a£n I—jplrﬁr 'CL[ H:yl-iq“ﬂe'-— et |
I T3 BE RECGUESTED PENDIMNG ALUTHORISATION ACCEPTED/ FAVOURABLE CFINIGN
BB Gl a
* radic button
Click at
button

Ethics commmittee(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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Detail of
B EC/IRB
[T ¥ il Cpsviact, Emal o 1 .:'.. I LI I Fm-v:lll 1] | 1k I I.|II||
[ [
R - | ; | [ i ]
o2 7 iise L Coovideutrg ssngane
e " [ Fupieicom ]

Click for previous Click for next

section section

I’

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

Next =3

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

to the next section.

Section I: Appendix A

The user should tick on checkbox that provided in all details. The user also can add

# Add Comment
comment in each of details with clicking at that shown in figure

below.
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Click in Click to add
checkbox comment

SECTHOM ) : APPENDNN A

CHECKLIST FOR CLINKAL INWESTIGATION PLAN (CIF) INCHUDING INVESTIGATIONAL MEQICAL DEVICES AND GENERATING DATA INTENDED TO BE S0 I-MI'IIIIE
REGULATORY AUTHORITIES

LT Detaily [Tick I Submitied Cammaents

GEMERAL INFORMATION

A wit ifkcat lon of O

II ithe of clinkcal Investigation
i

:k.-l.--.----- protocol mumber identifying the specific clinkcal investigation, if any

:'.--- jen o date of the CIP

|

:h..m.-...- v af Ll revision history in The case amendments

:.-..-xif... issse number and reference numbser, if amy, with the page number and the total number

T hapes on each page of the 0P

B} Spomsor

After click button “Add Comment”, the page comment will be displayed.

Fill the
comment

Inwestigational Dewice Applicatian

CLINMCAL INVESTIGATION PLAN COMBE NT FOR GENERAL INFORMATION

Add Commenl

Commant ;

Click for
saved
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The user should fill the comment in form that shown in figure above. Then, click

Save Comment . . .
button . The comments will be displayed on the table shown in the

figure below.

Click for
delete
SECTIONI : APFFENDIE &
CHECKLIST FOR CLINICAL INVESTIGATION PLAN (CIP] INCLUDMNG INVESTIGATIONAL MEDMCAL DEVICES AND GEMERATING DATA INTENDED TO BE SUABMITTER
REGULATORY AUTHORITIES

Mo Diebails [Thck N Submitied

Cammenls

1 GEMERAL INFORMATION
A} ldentification of CIP
# Title of clinical investigation

COMMENT LIST

HAZIRAH

Reference | protocol number identifying the specific clinical investigation, if any '

Werslon or dabe of the CIF

Dbt Bile « conllarmation !

= - [

The user can delete the comment with click at # and the message alert will be

showed. The user should click “ok” to proceed deleted or “cancel” to delete
canceled.

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

Q. PREVIEW AND SUBMIT
to preview and submit the application form.
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UALITY COMTROL ARD ASSLIBAMCE

Apmiication Detaily

ETHICS

8 Azd Commant

MR, HAMDLING AA0 RECORD KEEFNG

FIRARLE ANDH INSURAMLE

El SPPLEMERTS

PLAMICFE G

il o el =

Click to previous L
section Click for

preview

' Azd Commans

&
3
=

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

below show the details of preview.

Investigational Device Application
Click far view

details j
SECTION A : APPLICANT DETAILS
SECTION B : SPOMSOR DETAILS | Camphete |
SECTION C : APPLICATION DETAILS
SECTION D: ENTRY POINT [Habe: Far bmpaststian Only m
SECTION E : MULTIPLE SHIPMENT
SECTION F : ATTESTATIONS & DECLARATION [ Compihete |
SECTION G : INVESTIGATOR BROCHURE
SECTION H : CLINICAL INVESTIGATION PLAN
SECTION | : CHECKLIST FOR CLINICAL INVESTIGATION PLAN (CIP
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If status , the user should fill it again to change status SUEEE and
the button “submit” will be displayed.

Investigational Device Application

Click for
submit

SECTION A : APPLICANT DETAILS

SECTION B : SPONSOR DETAILS

SECTION C | APPLICATION DETAILS

SECTION D ENTRY POINT (meta: Far wegeeetaticn Only

SECTION E : MULTIPLE SHIPMENT

SECTION F : ATTESTATIONS & DECLARATION

SECTION G : INVESTIGATOR BROCHURE

SECTIONH ; CLINICAL INVESTMGATION PLAN

IAdARAANEE

SECTION 1 : CHECKLIST FOR CLINIKCAL INVESTIMATION PLAN (OB

Click for
submit

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

Click to
proceed

Confirm Submit Application?

v

Cancel n

Click for
cancel
submited

If user click “ok”, the application status will be changed to “EVALUATION".
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Click for
view details

Notification Form Application List

In addition, if application status “Draft", the user can delete or update the
application form.
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Hatification Farm Application List

b) Subsequent application

User click on the Application List at Clinical Investigation > Investigational Use.

Hrmvestigational Use
¢ New Notficaton Form
» Notificaton List (1)

» Notification OF Change (0 )

vHistory {0)@

Hlinical Research Use
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The system will display page of list application Investigational Use.

otification List

Showing 1-1 of 1 item.

Notification Type
Ne Submission ID Submitted At Applicant Name Notification Status Action
« | B Subsequent Notification
U-20180815-1 15-08-2018 BISHRUN INVESTIGATIONAL USE  COMPLETE _

B Notification of Change

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.

i=  Clinical Research - Investigational Use (1U-20180820-2)

Notification to Import Or Supply Medical Device for Clinical Investigational Use
(In accordance with Medical Device (Exemption) Order 2016)

All fields are mandatory unless stated otherwise.

PURPOSE OF NOTIFICATION *

IMPORTATION SUPPLY [ Note: for locally manufactured medical device)
GENERAL INFORMATION

SECTION A : APPLICANT DETAILS

1. Rale OF Applicant

Local Spensor - An Authorised person from a local organization (in case of foreign sponser / manufacturer)

2. Name of Applicant : *

BISHAUN
3. NRIC No/Passport: * @ 4. Designation : *
897909106656 cEO

The user complete the Subsequent Application form. The user review all information in

Section A,BC, D, E, F, G and H. Next step is the user click on button !
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SECTION H : CLINICAL INVESTIGATION PLAN [CIF): General Information

i L >3 Notification Details
e SECTION D: ENTRY POINT {Mote: ’
Shawing 1-10f 1 item.
For (mpartation Orly)
No Name&address NameOfPrincipal  Name OF Ethics Authorisation/Opinion  Approval
of the i C i Commi i Of Ethics Commitee Letter SECTION E : MULTIPLE
investigation site  Position, Address, Investigatar, Review Board SHIPMENT
Contact, Email Position,
Address, SECTION F: ATTESTATIONS &
Contact, Email DECLARATION
1 Name Name LN o | MELAYU To be requested SECTION G - INVESTIGATOR
INVESTIGAE MR RAJU BROCHURE : Device
TESTING Identification
Position
Address CEO
32 JALAN
TESTING Address

32 JALAN TESTING

N

< >

Contact
03433231233

Email
raju@gmail.com

Q, PREVIEW AND SUBMIT

Submit
If all mandatory information has been filled out, button and keyword will

display. If the information is not completed, keyword will display and button

will not display until all information is filled.
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Investigational Device Notification

SECTION A : APPLICANT DETAILS

A
3
¥
i

SECTION B : SPONSOR DETAILS #Sponsor Details Domt Meed To Be Filled For Local Sponsor Local n

SECTION C: NOTIFICATION DETAILS

SECTION D: ENTRY POINT {Note: For Impartation Only)

SECTION E : MULTIPLE SHIPMENT

SECTION F: ATTESTATIONS & DECLARATION

™~ ™~ ™ ™ ™
5 3 g 3 | H
H 0 d H i
2 H 8 B H E

SECTION G : INVESTIGATOR EROCHURE

SECTION H : CLINICAL INVESTIGATION PLAMN

)
:
0

c) Change of Notification

User click on the Application List at Clinical Investigation > Investigational Use.
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Hrve<riganonal Lice
* New Notficanon Form
» Notification List (1)

¢ Motification OF Change (0 )

vHistory (0)@

»linical Research Use

The system will display page of list application Investigational Use.

= Notification List

Showing 1-1 of 1 item.

Notification Type
No Submission ID Submitted At Applicant Name Notification Status Action
ew | @ Subsequent Notification
U-20180815-1 15-08-2018 BISHRUN INVESTIGATIONAL USE  COMPLETE =

User click on S botcRan o Elatnse . Next step is click OK and the system will display
Notification of Change.
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O T ——

B HOME

& NOTIFICATION

Notification of Change

% ACCOUNT MANAGEMENT

© ONUNEHELP [change of Principal Investigator [ change of marec
Ochangs of site Change Of Device
Cotners

User choose type of change by click button 88888 The system will display

Change Notification application form.

MEeB&ast 2o

B HOME

= ENGLISH T BISHRUN - BISHRUN

& NOTIFICATION

®»

Notification Details

= Clinical Research - Investigational Use (IU-20180824-2)
3% ACCOUNT MANAGEMENT

SECTION A : ARPLICANT DETAILS
© ONLINEHELP

Notification to Import Or Supply Medical Device for Clinical Investigational Use SECTION C: NOTIFICATION
(In accordance with Medical Device (Exemption) Order 2016) e
S iR
PURPOSE OF NOTIFICATION * SECTION E: MULTIPLE

SHIPHS
IMPORTATION | SUPPLY [ Note: for locally manufactured medical device)
SECTION F : ATTESTATIONS &
DECLARATION
GENERAL INFORMATION
SECTION G

TIGATOR

SECTION A APPLICANT DETAILS

1. Role Of Applicant 2
Local Sponsor - An Authorised person from a local organization (in case of forsign sponsor / manufacturer)
2. Name of Applicant : ®
BISHRUN
3. NRIC No/Passport: * @ 4. Designation : *
897909106656 cE0 ]

The user can revisits the changes that have been selected. User can click button

Notification of Change on right side.
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- MNotification Details

m

SECTION E : MULTIPL

NOTIFICATION OF CHANGE

User Manual Front End User - Notification

The list of changes that have been selected will be displayed.

B HOME
& NOTIFICATION

3 ACCOUNT MANAGEMENT

B onme 1 B | Notification of Change

Change Of Principal Investigator
Change Of Site

Others

Change O IRE/EC

Change Of Device

= EnGLISH (1 BISHRUN - BISHRUN

» Notification Details

SECTION E: MULTIPLE
SHIPMENT

SECTION F - ATTESTATIONS &

The applicant updates the information according to the type of change that has
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been selected. Only the field selected for making changes can be edited by the

applicant.

] P P —

PE @

SECTION H : CLINICAL INVESTIGATION PLAN (CIP): General information

HOME

NOTIFICATION ® Notification Details

% ACCOUNT MANAGEMENT - S
Showing 11 of 1item.

ONLINE HELP

No Name&address NameOfPrincipal  Name OF Ehics Authorisation/Opinion  Approval
of the Investigator. Coordinating Committee/institutional  OF Ethics Commitee  Letter SECTION E: MULTIPLE
investigation sits  Position, Address,  Invastigator, Review Board SHIPMEN

Contact, Email Position.
Address, SECTION F- ATTESTATIONS &
Contact, Email DECLARATION
Name o Y MELAYY To be requested PRTE SECTION G : INVESTIGATOR
MR AU —
Pasition
Address cz0
32)ALAN
TESTING Adaress

32 JALAN TESTING

Contact
02433231233

Email

raju@gmailcom

Next step is click on button to preview the information that

user change.

Investigational Device Notification

SECTION A : APPLICANT DETAILS

SECTION B : SPONSOR DETAILS #S5ponsor Details Dont Need To Be Filled For Local Sponsor

SECTION C : NOTIFICATION DETAILS

SECTION D: ENTRY POINT (Note: For Importation Only)

SECTION E : MULTIPLE SHIPMENT

SECTION F: ATTESTATIONS & DECLARATION

SECTION G : INVESTIGATOR BROCHURE

g
pnanandn
& ':nnng

SECTION H : CLINICAL INVESTIGATION PLAN

NOTIFICATION OF CHANGE

%
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Click on e to submit form.

User click button Notification of Change under Clinical Investigation >

Investigational Use.

Hremsugabonal Lse
¥ MNapwr MNotfoanon Form
¥ Motificaton List | 2 )
* MNooficaton OF l::ha.n__g_e| 1)

sstony [0 ﬂ

s irncal Research Lse

The system will display the list of Notification of Change.

[ [rames o] P P —_.

B HOME

& NOTIFICATION

O nNe  submission 1] Submitted At Applicant Notification Type Name Notification Status Action

U-20180824-2 24082018 BISHRUN Notification of Change IU EVALUATION

% ACCOUNT MANAGEMENT

@ ONUNEHELP

UNIJAYA RESOURCES SDN BHD 59,148



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

1) CLINICAL RESEARCH USE

a) New Application

MEeBTaESt v20

Finvesiigational Use

¥ Mew Application Form
* Applscation List ( 1 )

* Hiztowry ( O )
Mot ification Of Change

Cusbom Mads

All Application | 3

History {0 ) g

ACCDUNT MANAGEMENT

®—> The user should click at menu NOTIFICATION and list of module will be

displayed which are Clinical Investigational, Custom made,

Demonstration/Education Purposes and Special Access.

@—> The user should click at menu module Clinical Investigational and list of

sub module will be displayed which are Investigational Use, Clinical research use
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and Notification of change.

-> The user should click at sub module Clinical Research use and the New

Application Form will be showed.

-> The user should click at New Application Form.

The application form will appear.
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— Click at radio
O -| button
O =r=n - i ' [ ]
Clbsia ] lrrwiigaties - { Unbsl Messanh Use |[CRUL-J0ETRTEO-8) ‘. Periosion Dol
=" 0
" i
— " P o= i

e ——— e —
— ]

Hide Main Menu

Hide Application Details

The application details have eight sections which are:

a) Section A: Application Details

b) Section B: Sponsor Details

c) Section C: Clinical Trial Details

d) Section D: Trial Site Details

e) Section E: Medical Device Details
f) Section F: Entry Point

g) Section G: Multiple Shipment

h) Section H: Attestations & Declaration
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Firstly, the user should select application type whether “First Application” or
“Subsequent Application”.
The symbol “*" means required field. The user must fill it.

1. Select Application Type

- User should choose the type of application whether “First Application” or

o . . ® . e
“Subsequent Application”. If user click on radio button First Application ¢ o

field of number 2. will be disabled.

2. For Subsequent Application, please state : @

Previous MDA identification no :™ @

. . . *
Previous submission date :™ @

Subsequent Application

If user click on radio button .the field of number 2 will

be enabled.

2. For Subsequent Application, please state : @

Previous MDA identification no:™ @

. = . *
Previous submission date :” @

Section A: Application Details
1. Purpose or Research
The user should fill the textbox that provided of purpose or research.
2. Role of applicant

- Local sponsor-> user should click at radio button that provided.
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- An authorised person from a local organisation/company/contact research
organisation(CRO).
3. Name of Applicant
The user should fill the name in the textbox that provided.

4. Nric No/Passport

The user must fill in the form according to the format displayed on the figure

below. The user should click at @ to appear the format.

Fill in the Click at radio
textbox button
_ dm b 1 WAL - HATRA
L}

.‘—l

@

8 ! Tparncr
I ol... N - :

0 PREVIEW AMD SLBMIT

Inzert Your NRIC/Passport In This
Formal 961223 120000/A00000000

‘e

5. Designation
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The user should fill the designation in textbox that provided shown in figure

above.

6.

Organisation information

Organisation name -> The user should fill the name in the textbox that
provided shown in the figure below.

Address of organisation -> the user should fill in the textbox with address of
organisation.

State -> User should click in textbox to drop down list and user should select
the state that has shown in the figure below.

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

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.”
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Fill in the
textbox
B
o : .
T
o arw required Bo fill up a MINIMUM of 1 [ONE) contact mumbser [Trlophens | Mobille Ma] *
7 Tebephiores b G i 5, Mohite Mo 1 i f—
1 I idress 1*

?

Inser! Your Phone Number in This Inser] Your Fax Number In This ket Yo Phiane Mumbet In Thes s Your Emad In This Fomal Click far
Formal 034567850 Formal (H567590 Forma 0156780 aheafpgmal com next

section

7. Telephone No

The user must fill the Telephone No in an integer and user can see the format

with click at @ . The format will appear like shows in figure above. If user fills in
the form except number or number more than eleven, the message “Field must

have NUMBERS between 3 - 11 numeric” will appear.

8. Mobile No.

The user must fill the Mobile No in an integer. User can see the format which

click at @ _If user fill in the form except number or more than eleven number,

the message “Field must have NUMBERS between 3 - 11 numeric” will appear.
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9. Fax No.
The user must fill the Fax No in an integer. User can see the format which click at

© If user fill in the form except number or more than eleven number, the

message “Field must have NUMBERS between 3 - 11 numeric” will appear.

8. Email Address

User must fill the email based the format. User should click at @ to see the
format. The format will be appeared. The symbol “@" must have in email. If user
fills the form incorrectly or not follow the format, the message will appear is “

Email address is not valid.”.

Next =»
After that, the user should click at button - to the next section. The

form for section B will be appeared.

ill i Click for show
Fill in th
tiexltrtizoxe Application Details

SECTHOH B : SPONSOR DETAILS

¥, Mamae 0F Contat Persan | ﬂ

Y

i._'_l_._ Click for
L1 move up
and down

UNIJAYA RESOURCES SDN BHD 67/148



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

Section B: Sponsor Details

1. Name of Contact Person
The user should fill the name in the textbox.

2. Organisation Details

- Organisation Name -> The user should fill the name in the textbox that
provided shown in the figure below.

- Address of organisation -> The user should fill in the textbox with address of
organisation.

- State -> User should click in textbox to drop down list and user should select
the state that has shown in figure above.

- 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
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 the alphabet, the message will appear “Organisation Postcode must be an
integer.”. If user fill in postcode more than five number,the message will

appear “Field must contain exactly 5 numeric.”
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Insert Your Sponsor Mobile Number Insert Contact Person Fax Number
In This Format 0134567390 In This Format 034567890

Insert Contact Person Phone
Number In This Format 034567890

You are required to fill up  MINIMUM of 1 [ONE]} contact number [Telephone | Mobile No) - L
4. Mobile No :

3. Telephone No : @F

5. FaxMNo: @ 6. Email Address : 1) e—

B —

A 4

Inset Your Sponsor Email In This

Click for Format abedg@omail com Click for
previous next
section section

3. Telephone No

The user must fill the Telephone No in an integer and user can see the format

with click at @ . The format will appear like shown in figure above. If user fills in
the form except number or number more than eleven, the message “Field can

only contain number and between 3 to 11 numeric.” will appear.

4. Mobile No.

The user must fill the Mobile No in an integer. User can see the format which

click at @ | If user fills in the form except number or more than eleven number,
the message “Field can only contain number and between 3 to 11 numeric.” will

appear.

5. Fax No.
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The user must fill the Fax No in an integer. User can see the format which click at

© If user fills in the form except number or more than eleven number, the

message “Field can only contain number and between 3 to 11 numeric.” will appear.

6. Email Address

User must fill the email based the format. User should click at @ to see the

format. The format will be appeared. The symbol “@" must have in email. If user

fill the form incorrectly or not follow the format, the message will be appeared is

“Sponsor email address is not valid.”.

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

Next =

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

next section.

Section C: Clinical Trial Details

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

1.

NMRR Registration ID

The user must fill in the textbox the registration ID with follow the format

that given in the figure below. User should click at © to see the format.
Title of Clinical Trial- as stated in Protocol document

The user must fill the title in the textbox that provided.

Protocol No.

The user must fill the protocol number in the textbox that provided.
Estimated duration of the clinical trial

The user should fill in the textbox with follow the format duration that given.

User can see the format with click at @ that shown in the figure below.
Proposed date of start of trial
The user should select a date in the calendar that provided. The user should

click in textbox to appear the calendar.

UNIJAYA RESOURCES SDN BHD 70/148



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

Inzert Your NMRR Registraion ID In Inset In Number + -
This Fommiat NMNMRR-000c-0000 Day/WeekMonty'Year, Example : 1 ATk e o
Week /1 Month /1 Year Application
; Details
L% e

SECTION C : CLINICAL THIAL DETAILS

1. HUARR Registsation 11 Gl

L. Title of Clinbcal Trinl - & ststed is Probacs] document @ 3 Protacol No

4 Estimated duration of the clinécal trial : * @

s——

5. Propased dabe of start of brial:

—E

o January 2017 ]

Click for Su Mo Tu We Th Fr Sa Click for
previous Y | e next
section S ekl Gl g Caa e section

i5) 16 17 18 19 20 21

22 23 24 25 26 27 28

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 section.
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Click at
button

SECTION [r: TRIAL SITE DETAILS

APPENDIX A : TRIAL SITE DETAILS{For multipfe sites in Molaysia - repeat as needed)

+ Add More Trial Site

Mame Of The Address Of The Mame Of Principal Name Of The Ethics Muthorisation | Opinion Of Ethics Committee (please Attach Approval
Mo  Trial Site Trial Site Investigator Committee The Approval Letter) Letter
No results found.
Click for Click for
previous next
section section

Section D: Trial Site Details

Appendix A: Trial site details(for multiple sites in Malaysia-repeat as needed)

] ) + Add More Trial Site i S
Firstly, the user should click at to fill the form of trial site. The

form will be displayed within click at button. The figure below shows the form of

trial site.
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Fill in the
textbox
Add Trial Site
1. Name Of The Trial Site :*
e
2, Address Of The Trial Site ; *
e
3. Name Of Principal Investigator: *
]
4, Name Of The Ethics Committee: *
s

Click far
save

Add trial site

1. Name of the trial site

The user should fill in the textbox that provided that shown in figure above. If

the user don't fill the name, the message “Trail site Name cannot be blank.” will

appear.

2. Address of the trial site

The user should fill in the textbox that provided that shown in figure above. If

the user don't fill the address, the message “Trail site Address cannot be blank.”

will appear.

3. Name of Principal Investigator

The user should fill in the textbox that provided that shown in figure above. If

the user don't fill the name, the message “Trail site Principal Investigator cannot

be blank.” will appear.

4. Name of The Ethics Committee

The user should fill in the textbox that provided that shown in figure above. If

the user don't fill the name, the message “Trail site Name Committee cannot be

blank.” will appear.
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After all the forms are completed, the user should click at E . The details of Trial

Site will appear at table that shown in the figure below.

Details of Click for update
frial site frial site
SECTIONM D - TRIAL SITE DETAILS ‘
APPENIMX A : TRIAL SITE DETAILS For seesitisls & 15 Mualgypii - repeol ai nesded

Click for Click for fill i

delete form EC/IRE

If user want to update trial site, user should click at and the form will
be displayed.
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Acld Trial Site
1. Mame OF The Trial Site ="
7. Address OF The Trial Site : ©
1. Wasive O Principal lnvestigaion
4, Nawmee OF The Ethécs Commilbes ; *
Click for
S5ave

If user wants to delete trial site, user should click at button “delete” and the alert

message will be displayed.

Click for cancel
deleted

Delete Trial site? j

Cancel

Click for
proceed delete

@- the user should click on button “Add More Trial Site” to add trial site.

@ - the user should click at to fill the form of Ethic Committee.

The form will be displayed that shown in the figure below.
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Click at
radio button
Rl THial Site
aiigation [ Dipindon o e [ pamarmi pleaie abtack the sppeowsl bedde:
T0 BE REQUESTED PE NDIMNG ALTHOBTSATION A CEPTED FAVOURARLE OPIMION

W
save

The user should choose the opinion whether “TO BE REQUESTED” or “PENDING” or
“AUTHORISATION ACCEPTED/FAVOURABLE OPINION".

|-.. r .
If user choose AUTHORISATION ACCEPTED/FAVOURAELE OPINION the button for upload file

will be displayed.

Click for upload

file
Add Trial Site
Ruthorisafjon [ Opinicn of Ethics Committes |please sttach the approval letter) 1
T By RECRIESTE PENDING ' AUTHORISATION ACCEPTED/FAVOURABLE OPINION

* Supported File Type ! pdf

Wpdomdeed Files !

t
©,

User must click at button untuk upload file PDF only and not

more than 300MB for file size. If user upload file not in format PDF, the

I+
-

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

www.mda.gov.my says:

File Type Mot Allowed

-

. The user can download

x
the file with clicking at - and delete the file with click at . If user upload

the file more than 300MB, the alert message

www.mda.gov.my says:

Fail To Upload File

will appear. The

user should click “ok’ to proceed.
The details will automatically be displayed in the table shown in the figure

below. The user can update again the detail with click button “Update
EC/IRB". The form for fill the EC/IRB will be displayed.
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| Click for previous

section

Click for next
saction

Details of
EC/IRB
SECTION D : TRIAL SITE DETAILS
APPENDIX & ; THRAL SITE DETAINS{For muitiple sites in Maloysio - repeal o nesded)
hwalngg 1-1 &l 1 ilam
— o -_— o -
| Autharisation |
I Dpindon H Ethics I
Mame (H A OF Harma OF My O Coammities (please
I
The Trial The Telal Peincipa The Eikics I Attach The I
e Site Site Invvestigalon Commities I Approval Ledtes] hpproval Letter l
¥0.17F | |
- I |
[ AMGL 1 | Fowiail 4 |
1 MOHAMA YER RAHMAN HASSAN sccepled; Tavourable KB, pedi m
¥ i T I i I
150 ALCR l I
ETAF l I
Dkl
e |
' Click for
& Provious
update 4

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

next section.
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1 ]
Click in radio

button

ECTION E : MEDPCAL DEVICE DE TAILS,

nadical device dftails sccording bo the Tollowing ; Appemdix B for Non-iny

KPFENDUCE ; PARTICULARS OFF RCHN-INYES TRGATRONAL ME DICAL BFEVICES - | Repeat As Beaded|

-

ves & o
Descriptlon &
ldenmtifier (e, Il ed Puy poss
Devie Model Lol /Balc ) P [l Hish F fuscd Orwirer
H [ ET . Mumbei I ™ ™ Manulfsciurer

#  Add Mcse Mon ivvestigationsl Medicsl Deicoes

Click at button

O,

ks the pac i' list for Study-Visits Specific Kits attached as part of the supporting documents?

Crusnibly Puankiiy Tolal Cosk i

per aite [Umniks) imlbs] Devices (MYR]

-

Section E: Medical Device Details

Appendix B: Particulars of Non-Investigational Medical Devices

Is the packing list for Study-Visits Specific Kits attached as part of the supporting

documents?

®—> The user should click in radio button “Yes” or “No” . The user choose “No”

Yes '® NO

®—> The user should click at to fill the details of

Non-Investigational Medical Device. The form will be displayed in figure below.
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Fill in the
texthox

Ad Won investipation sl Medical Dewice ‘
1. Divice Name "

). Descriplion b intended Purpode |dedcription must be precisaly in detaiis)
i, Bink Clans "

b, Product Owner | Manufacturgs

8. Tolsl Gruantity per sibe {Vnits) 1

7. Total Guantity (Units) 0"

8. Total Cost OF Devvices [MYR) 1

Click for
save

Add Non Investigational Medical Device

1. Device Name -> The user should fill in the textbox that provided. If the user
don't fill the name, the message “Device Name cannot be blank.” will appear.

2. ldentifier(eg: Model/Lot/Batch Number) -> The user should fill in the textbox
that provided. If the user don't fill the identifier, the message “Device Model /
Identifier / Lot / Batch Number cannot be blank.” will appear.

3. Description & Intended Purpose(description must be precisely in details) ->
The user should fill in the textbox that provided. If the user don't fill the
description, the message “Description & Intended Purpose cannot be blank.” will
appear.

4. Risk Class -> The user should fill in the textbox that provided. If the user don't

fill the risk, the message “Risk Class cannot be blank.” will appear.
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5. Product Owner/Manufacturer -> The user should fill in the textbox that
provided. If the user don't fill the form, the message “Product Owner /
Manufacturer cannot be blank.” will appear.

6. Total Quantity per site(units)->the user should fill in the textbox that
provided. If the user don't fill the name, the message “Total Quantity per site
(Units) cannot be blank.” will appear. The user should fill in the textbox with
number only. If user fills in the textbox besides number, the message “Total
Quantity per site (Units) must be an integer.” will appear.

7. Total Quantity(Units)-> the user should fill in the textbox that provided. If the
user don't fill the total, the message “Total Quantity (units) cannot be blank.” will
be appeared.The user should fill in the textbox with number only. If user fill in
the textbox besides number, the message “Total Quantity (units) must be an
integer.” will appear.

8. Total Cost of Devices(MYR)->the user should fill in the textbox that provided. If
the user don't fill the name, the message “Total Cost Of Devices (MYR) cannot be
blank.” will appear. The user should fill in the textbox with number only. If user
fills in the textbox besides number, the message “Total Cost Of Devices (MYR)

must be a number.” will appear.

After that, user should click at m to save the details and the details will be

displayed in table that shown in the figure below.
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Details of
MNon-lnvestigational Click for
Medical device update

|6 the peachiing List hes Sy VRS Specilhe RINE SiEschid &8 pait ol the supgssat] if

Jestriplion &

LTI Wa Moded Lo Hato h Kb e ri o iy dois Class M il m fusi ey sile | Lail Lo Diegbie

+  Acdd Moee Mon Imvetigatnnal Bedical [evices: Click for delete J

If user want to update details, the user should click at button “Update” that shown

in figure above. The form will be displayed. Besides that, if user want to delete the
details, user should click button “Delete” that shown in figure above. The alert

message will be displayed.

Delete Non Medical Device?

* Cancel

If user want to proceed delete, user should click at button “OK". If user wants to
cancel the deleted, user should click at button “Cancel”.

The user can add more Non-Investigational with click at

If the user choose the decision “yes”

L]
M

, the button upload file will be

displayed.

UNIJAYA RESOURCES SDN BHD 82/148



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

Click at button

AR N DO H P TIOL A MO INE S | AT O W DIC AL DO W RS - | Mepeadt A R e

S -

=

m:]i Uploaded Filles = _m_

Click for 26.3KB.pof & % Click for
previous next
section section

The file that will be uploaded with maximum size is 300MB and PDF format only.

Maximum File Size : 300MB

Supporied File Type : PDF Only

The message that will display at button is .The user can

download the file with clicking at - and delete the file with click at

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

next section.
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Click in
checkbox
SECTRON I ENTHY POINT
I I...-: 3 i il 3 [ I '... @ Al g
I- Is ] I '. "
I I e 1T
J"I' an Joks a a l l

Click for Click for
previous next section
section

Section F: Entry Point
The user should click in checkbox based the place of entry point that user chosen.

After that, If user want back to previous section, user should click on button

4 Previous

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

Next =»

to the next section.
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(1%
Click at

button

SECTION G : NELTIPLE SHIPMENT ok the cpmenpriars b b iy ot e ot oa. o ds m— - - - "
# Aidd Shipment ,.‘

Mo Shipment Typs

pr— Click at
button
Section G: Multiple Shipment

@ . -
-> The user should click button to fill the shipment.

@-> The user should fill in the textbox the total of shipment and then click

button “Add shipment” to save the shipment.

The details of shipment will be displayed in the table shown in the figure below.

UNIJAYA RESOURCES SDN BHD 85/148



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

Details of Click for _| Click for
shipment update delete

SECTHON G MULTIPLE SHIPHENT sk e o T R e o

# Add thgimeid

g -2 of 1 ke

Mo Shipment Type ol Maamabes {8 ey

m +—m

Click for Click for
previous section next section

. . . Updat . .
The user can update the details with click at and the form shipment will

be displayed. Besides that, user can delete the shipment with click at to

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

Delete shipment?

- Cancel

The user should click on button “OK" to proceed with the delete or click button

“Cancel” to cancel deleted.

After that, If user want back to previous section, user should click on button

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

Next =3

to the next section.
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SECTICH M ; ATTESTATEIS & DECLARATION E

m<_| O PROVIEW AND SUBsMIT
Click in

checkbox

Click for previous Click for view
section and submit

Section H: Attestations & Declaration
The user should click in checkbox that shown in figure above to agree of term and

conditions.

The user also can click at .to back the previous section and if user
Q PREVIEW AND SUBMIT
complete the form, user should click at to preview details of

application. The figure below shows the details of application with status

“Complete” or Not Complete”.
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Click to view Status of
detail application detail

Inwesligational Deviee Applicslion

APPLICATION TYPE Lpsvgbete

SECTION A : APPLICANT DETAILS

SECTION B | SPOMSOR DETAILS

SECTION C : CLINICAL TRIAL DE TRILS

SECTION D TRIAL SITE DETAILS

SECTION E : MEDMCAL DEVILE DETAILS

SECTION F : ENTRY POINT

SECTION G : MULTIPLE SHIFMENT

LRLLVERL

SECTION H : ATTESTATIONS & DECLARATION

The button “submit” will be displayed, if all the form status “complete”.The user

should complete all the form of application.
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Inwestigational Device Application

APPLICATHON TYPE

SECTION A APPLICANT DETAILS

SECTION B 1 SPONSOR DETAILS

SECTION C : CLINICAL TRIAL DETAILS

SECTION D : TRIAL SITE DETAILS

SECTIONE : MEDICAL DEWCE DETAILS

SECTIONF  ENTRY POINT

SECTION G MULTIPLE SHIPMENT

ALY

SECTION M KT TESTATIONS & DECLARATION

Click at
button

After user click button “Submit”, the alert message will be displayed.

Confirm Submit Application?
- Cancel *

The user click “OK” to proceed to submit application and click “Cancel” to cancel the

submitted application.
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b) Subsequent application

User click on the Application List at Clinical Investigation > Clinical Research Use.

Hrvestiganonal Uise

W hrecal Research Use

¥ MNew Notification Form

» Motification List [ 3 )

* Notification Of Change (0

» History [ 0)

The system will display page of list application Investigational Use.

= Notification List

Showing 1-3 of 3 items.

No  Submission ID Submitted At Applicant Notification Type Name Notification Status Action

, PENGGUNA i .
CRU-20180827- 27082018 CLINICAL RESEARCH USE COMPLETE
RU-20180827-5 7-08-2018 e LINICAL RESEARCH U OMPLET]

Not Submitted Yer CLINICAL RESEARCH USE DRAFT

PENGGUNA ENT CLINICAL
NOTIFIKASI RESEARCH USE

w

DRAFT

CRU-20180827-6 Not Submitted Yet

User click on feseesst BRIl 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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0 e

== ENGLISH

B HOME

& NOTIFICATION

al Research Use (CR!
% ACCOUNT MANAGEMENT

© ONLINEHELP

Notification to Import Or Supply Medical Device for Clinical / Research Supportive Use
(In accordance with Medical Device (Exemption) Order 2016)

1. Notification Type™ @

®) Subsequent Notification

Please tick the appropriate box below:*
Additional Device only ) Additional Site and Device

2. For Subsequent Notification, please state

Previous MDA Identification No : ¥ @

CRU-20180827-5

Previous submission date: ¥ @

DETAILS
* All fields are mandatary unless stated otherwi

(2) PENGGUNA NOTIFIKASI - PENGGUNA NOTIFIKAS!

L % Notification Details
SECTION A : APPLICANT Df

SECTION B : SPONSOR DETAILS

SECTION C: CLINICAL TRIAL

SECTION D : TRIAL SITE DETAILS

SECTION E : MEDICAL DEVICE
DETAILS

SECTION F : ENTRY POINT
SECTION G : MULTIPLE SHIPMENT

SECTION H : ATTESTATIONS &
DECLARATION

The user complete the Subsequent Application form. The user review all information in

Section A, B C,

D, E, F, G and H. Next step is the user click on button e .

== ENGLISH

MEeB<ast 20

B HOME

A NOTIFICATION
SECTION H : ATTESTATIONS & DECLARATION
3 ACCOUNT MANAGEMENT

by declare that

© ONLINEHELP I, the undersigned, on behalf of the company he:

a. This/These medical device (s) indicated on this application:
i. Conformis) 1o a
Regulatior

al principles fo

ii. Has/have met all the labeling requireme out in the Sixth Schedule of the MDR 2012;

cessary

b. I shall be responsible to take the nq

ns should there be any adverse incident occurs during the period of trial;
c lam aware th re permitted for dlinical research purpose anly. There

i. placed/used trial site after the trial has ended;

ii. placed in

d. I shall ensure

on and attachment provided on
pplication naccura
rs or to bath, ref

rate, corre

@ | Have Read And Agree To The Above Terms And Conditions

d performance as set out in the Appendix 1 of Third Schedule of the Medical Device

) PENGGUNA NOTIFIKAS! - PENGGUNA NOTIFIKAS|

N

»

Notification Details
SECTION B : SPONSOR DETAILS

SECTION C: CLINICAL TRIAL
DETAILS
SECTION D TRIAL SITE DETAILS

SECTION E : MEDICAL DEVICE
ILs

SECTION F: ENTRY POINT

SECTION G : MULTIPLE SHIPMENT

SECTION H : ATTESTATIONS &
DECLARATION

UNIJAYA RESOURCES SDN BHD

91/148



[ Medical Device Authority, Ministry of Health Malaysia

User Manual Front End User - Notification

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

If all mandatory information has been filled out, button and keyword will

display. If the the information is not completed, keyword will display and button

Submit

will not display until all information is fill.

Investigational Device Application

SUBMIT

NOTIFICATION TYPE
SECTION A : APPLICANT DETAILS
SECTION B : SPONSOR DETAILS
SECTION C : CLINICAL TRIAL DETAILS
SECTION D : TRIAL SITE DETAILS
SECTION E : MEDICAL DEVICE DETAILS
SECTION F : ENTRY POINT
SECTION G : MULTIPLE SHIPMENT
SECTION H : ATTESTATIONS & DECLARATION

SUBMIT

4

The status of application will be on evaluation stage.
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| O et unBntan

c) Change of Notification

User click on the Application List at Clinical Investigation > Clinical Research Use.

M HOME

A NOTIFICATION

Hrrv et T 10 L

sl hinical Research Use

* MNew NOUICaTDN Hoam

*» Motification List [ 3 )

» Notification OF Change (0

* History [ 0)

The system will display page of list application Investigational Use.
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= Notification List

Showing 1-2 of 2 items.

No Submission ID Submitted At Applicant Notification Type Name Notification Status Action
. S PENGGUNA SUBSEQUENT CLINICAL
CRU-20180827-6 27.08- EVALUATION
2018 L NOTIFIKAS RESEARCH USE YAHARON

CLINICAL RESEARCH USE COMPLETE =

3 Notification of Change

5]

CRU-20180827-5 27.08.2018

User click on S botcRan o Elatnse . Next step is click OK and the system will display
Notification of Change.

= Notification of Change
Change Of Principal Investigator Change Of IRB/EC
Change Of Site Change Of Device
Others
User choose type of change by click button ™ “5 The system will display

Change Notification application form.
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| 2] = ENGLISH (3).  PENGGUNA NOTIFIKASI - PENGGUNA NOTIFIKASI

B HOME

& NOTIFICATION

®

Notification Details

Clinical Research - Clinical Research Use (CRU-20180827-6)
% ACCOUNT MANAGEMENT
SECTION A : APPLICANT DETAILS

© ONLINEHELP

SECTION B : SPONSOR DETAILS

Notification to Import Or Supply Medical Device for Clinical / Research Supportive Use
(In accordance with Medical Device (Exemption) Order 2016)

SECTION C: CLINICAL TRIAL
DETAILS
SECTION D': TRIAL SITE DETAILS
1. Notification Type™ @

SECTION E : MEDICAL DEVICE
First Notification DETAILS

SECTION F: ENTRY POINT

SECTION A : APPLICANT DETAILS SECTION G : MULTIPLE SHIPMENT

SECTION H : ATTESTATIONS &

1. PURPOSE OF RESEARCH :™ DECLARATION

Clinical Use

Research Supportive Use (Clinical Drug Trial)

Research Supportive Use (For Other Health Research Studies)

The user can revisits the changes that have been selected. User can click button

Notification of Change on right side.

Motification Details

C: CLINICAL TRIAL

TION D : TRIAL SITE DETAILS

SECTION E : MEDICAL DEVICE

DETEA <

SECTION F: ENTRY POINT
SECTION G : MULTIPLE SHIPMENT

SECTION H : ATTESTATIONS &

TION

The list of changes that have been selected will be displayed.
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Clinical Research - Clinical Research Use (CRU-20180827-6)

= Notification of Change

¥ Change Of Principal Investigator Change Of IRB/EC
* Change Of Site Change Of Device

Others

The applicant updates the information according to the type of change that has
been selected. Only the field selected for making changes can be edited by the

applicant.

Next step is click on button ' E to preview the information that

user change.
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Investigational Device Application
E SUBMIT
NOTIFICATION TYPE
SECTION A : APPLICANT DETAILS
SECTION B : SPONSOR DETAILS
SECTION C : CLINICAL TRIAL DETAILS Complete
SECTION D : TRIAL SITE DETAILS
SECTION E : MEDICAL DEVICE DETAILS Complete
SECTION F : ENTRY POINT
SECTION G : MULTIPLE SHIPMENT Complete
SECTION H : ATTESTATIONS & DECLARATION
NOTIFICATION OF CHANGE Complete

I b

i - »

. .
Click on to submit form.

User click button Notification of Change under Clinical Investigation > Clinical

Research Use.
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Clinical Research

Hnvestigational Use

M linical Research Use

¥ New Notfication Form

» Notification List (2 )

» Notification OFf Change (1)

» History (0

The system will display list of Notification of Change.

= Notification List

Showing 1-1 of 1 itemn.

No  Submission ID Submitted At Applicant Motification Type Name Motification Status Action

Maotification of Change

CRU

CRU-20120827-6 27-08-2018 PENGGUNA NOTIFIKAS]

EVALUATION
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1) NOTIFICATION OF CHANGE

MEeB<aeSe vz20

B HOTIFICATHN

HivwestiEat o sl Liss

P lindeml Reseaach Uise

wheatific atiosn OF Change

» Mew Applicat on Form

& Apwplec atEoen Lisk | O

Hustowry [ 7]

x ACCIHINT MANACFMENT

®—> The user should click at main menu NOTIFICATION.
@-> The user should click at menu Clinical Investigational.
@-> The user should click at sub menu Notification Of Change.

-> The user should click at New Application Form and the application form will

be showed.
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Fill in the
texthox

Click in radio
button

Firstly, the user should fill the previous notification ID in the textbox that provided.
Section A: Application Details
1. Role of Applicant
The user should click at radio button that provided in the figure above. User
should select the role of applicant which are Local sponsor, authorised
person from a local organisation/company/contact research
organisation(CRO) or manufacturer.
2. Name of applicant
The user should fill in the textbox that provided.
3. Nric No/Passport

The user must fill in the form according to the format displayed on the figure

below. The user should click at @ to appear the format.
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EEE————

Fill in the
texthox

-
!

Ik |

4. Designation
The user should fill the designation in textbox that provided shown in figure
above.
5. Organisation information
- Organisation name -> The user should fill the name in the textbox that
provided shown in figure above.
- Address of organisation -> the user should fill in the textbox with address of
organisation.
- State -> User should click in textbox to drop down list and user should select
the state that has shown in figure above.
- 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
state before click city form to drop down list of city that shown in figure

above.
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- 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.”

Inserl Your Phone Number In This Insert Your Mobile Number In This
Format 034567800 Format 013456 7890

0
MeBTI5t .20 == . Y

Inzerd Your Fax Mumber in This Inserl Your Emal In This Formal
Formal 034567890 abodi@gmail com
o Click for
next section

6. Telephone No

The user must fill the Telephone No in an integer and user can see the format

with click at @ . The format will appear like shown in figure above. If user fill
in the form except number or number more than eleven, the message “Field
must have NUMBERS between 3 - 11 numeric” will appear.

7. Mobile No.

The user must fill the Mobile No in an integer. User can see the format which

click at '@ | If user fills in the form except number or more than eleven
number, the message “Field must have NUMBERS between 3 - 11 numeric” will
appear

8. Fax No.

The user must fill the Fax No in an integer. User can see the format which

click at @ | If user fills in the form except number or more than eleven
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number, the message “Field must have NUMBERS between 3 - 11T numeric” will

appear.
9. Email Address

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

appear is “ Email address is not valid.”.

Next =»
- After that, the user should click at button - to the next section.

The form for section B will be appeared.

Fill in the Click for show
textbox Application Details
SECTION B : SPONSOR DETAILS
h
i
E.—_ e

L1 move up
and down

Section B: Sponsor Details

1. Name of Contact Person
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The user should fill the name in the textbox.

2. Organisation Details

- Organisation Name -> The user should fill the name in the textbox that
provided shown in the figure below.

- Address of organisation -> the user should fill in the textbox with address of
organisation.

- State -> User should click in textbox to drop down list and user should select
the state that has shown in figure above.

- 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
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 the alphabet, the message will appear “Organisation Postcode must be an
integer.”. If user fill in postcode more than five number,the message will

appear “Field must contain exactly 5 numeric.”

Insert Contact Person Phone Insert Your Sponsor Mobile Number Insert Contact Person Fax Number
Mumber In Thiz Format 034567290 In This Format 0134567390 In This Format 034567890

You are required to fill up  MINIMUM of 1 [ONE]} contact number [Telephone | Mobile No) - L
4. Mobile No :

3. Telephone No :

5. FaxNo: @ 6. Email Address : 1) mm—

B —

A 4

- Insert Your Sponsor Email In This -
Click for Format abedg@omail com Click for
previous next
section section

3. Telephone No
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The user must fill the Telephone No in an integer and user can see the format
with click at @ . The format will appear like shown in figure above. If user fills in

the form except number or number more than eleven, the message “Field can

only contain number and between 3 to 11 numeric.” will appear.

4. Mobile No.

The user must fill the Mobile No in an integer. User can see the format which

click at @ | If user fills in the form except number or more than eleven number,
the message “Field can only contain number and between 3 to 11 numeric.” will

appear.

5. Fax No.

The user must fill the Fax No in an integer. User can see the format which click at

© \f user fill in the form except number or more than eleven number, the

message “Field can only contain number and between 3 to 11 numeric.” will appear.

6. Email Address

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

“Sponsor email address is not valid.”.

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 section.
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Insert Your NMRR Registration 1D In Format in the form of numbers
This Formal MBMRR -x000;0- 0000

o 7]

L] Jamasary FOLT -]

m<—| g e —- X8

Click for Click for next
previous section e section

Section C: Study Details
The symbol “*" means required field. The user must fill it.
1. NMRR Registration ID

The user must fill in the textbox the registration ID with follow the format

that given in the figure below. User should click at © to see the format.
2. Title of Study- as stated in Protocol/CIP document

The user must fill the title in the textbox that provided.
3. Protocol No/CIP.

The user must fill the protocol number in the textbox that provided.
4. Estimated duration of the study

The user should fill in the textbox with follow the format duration that given.

User can see the format with click at @ that shown in figure above.
5. Proposed date of start of the study
The user should select a date in the calendar that provided. The user should

click in textbox to appear the calendar.
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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 section.

Click in
checkbox

B o

& oo

Netifcation Of Caange On Clinical Beseanch Farm [NC-280 7110511

M ACLDAINT MARAGE MR

= —— X8

Click for previous Click for next
section stage

Section D: Purpose of Chance
The user should click in checkbox based the user wanted.
a) Change of Principal Investigator-> The form for Principal Investigator Details

will be displayed.
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Fill in the
textbox

1. Name(former Principal Investigator)

The user should fill in the textbox that provided.

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

- Tel No.->The user should fill in the textbox that provided. If user fill it with
character, the message “Telephone must be an integer.” will be displayed.
Besides that, if user fill it more than 11 number, the message “Field can only
contain number and between 3 to 11 numeric.” will be displayed.

- Dept./Specialties-> The user should fill in the textbox that provided.

- Email -> The user should fill in the textbox that provided. If user fill it with not
format email, the message “Email is not a valid email address.”.

2. Name(new appointed Principal Investigator)

The user should fill in the textbox that provided.

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

- Tel No.->The user should fill in the textbox that provided. If user fill it with
character, the message “Telephone must be an integer.” will be displayed.
Besides that, if user fill it more than 11 number, the message “Field can only

contain number and between 3 to 11 numeric.” will be displayed.
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Dept./Specialties-> The user should fill in the textbox that provided.
Email -> The user should fill in the textbox that provided. If user fill it with not

format email, the message “Email is not a valid email address.”.

b) Change in site name-> The form for Trial Site Details will be displayed.

Fill in the
texthox

LTI [ Ty e pr—y

o Dcambar 2l 7 o

S Mo Tu We Th Fr Sa

1.

Name(Previous Site Detail)-> the user should fill in the textbox that provided.

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

2. Name(new appointed site)

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

Site Expected Start Date-> The user should click in textbox to display the
calendar and user should select the date.

Attachment -> The user should upload the file with click on button “Upload

file” that shown in the figure below.

UNIJAYA RESOURCES SDN BHD 109/148



Medical Device Authority, Ministry of Health Malaysia
Medical Device Centralised Online Application System (MeDC@St 2.0)

Click for
upload file

User Manual Front End User - Notification
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c) Change of Device

1 lick in radio ||~ o woe ) et P G ' @
buttan . -
 # e |
=
F‘ -- — .. g
L | *
lick for fill the f’”;‘\
details u
®—> If the user choose the decision “yes” el o , the button upload file will
be displayed.

@-> The user should click at Mto fill the form of medical device.

®—> The user should fill the form which are:

UNIJAYA RESOURCES SDN BHD 111,148



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

1. Device Name -> The user should fill in the textbox that provided. If the user
don't fill the name, the message “Device Name cannot be blank.” will appear.

2. Device model/identifier/lot/batch number-> The user should fill in the textbox
that provided. If the user don't fill the identifier, the message “Device Model /
Identifier / Lot / Batch Number cannot be blank.” will appear.

3. Description & Intended Purpose-> The user should fill in the textbox that
provided. If the user don't fill the description, the message “Description &
Intended Purpose cannot be blank.” will appear.

4. Risk Class -> The user should fill in the textbox that provided. If the user don't
fill the risk, the message “Risk Class cannot be blank.” will appear.

5. Product Owner/Manufacturer -> The user should fill in the textbox that
provided. If the user don't fill the form, the message “Product Owner /
Manufacturer cannot be blank.” will appear.

6. Total Quantity per site(units)->The user should fill in the textbox that
provided. If the user don't fill the name, the message “Total Quantity per site
(Units) cannot be blank.” will appear. The user should fill in the textbox with
number only. If user fills in the textbox besides number, the message “Total
Quantity per site (Units) must be an integer.” will appear.

7. Total Quantity(Units)-> The user should fill in the textbox that provided. If the
user don't fill the total, the message “Total Quantity (units) cannot be blank.” will
be appeared.The user should fill in the textbox with number only. If user fill in
the textbox besides number, the message “Total Quantity (units) must be an
integer.” will appear.

8. Total Cost of Devices(MYR)->The user should fill in the textbox that provided.
If the user don't fill the name, the message “Total Cost Of Devices (MYR) cannot
be blank.” will appear. The user should fill in the textbox with number only. If
user fills in the textbox besides number, the message “Total Cost Of Devices

(MYR) must be a number.” will appear.
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9. Entrypoint -> the user should select the place of entry that shown in figure
below.

Lauangan Terbaryg Antanianges Kusls |umpur |

After that, user should click at E to save the details and the details will be
displayed in table.

®—> The details of medical device will be displayed.

d) Change of IRB/EC

Fill in the
textbox

T (M I B | T THRE COBMTET [F 5N S - i B ] IR

< Click for
upload file

Uplsadet Fhm

1. Name (former IRB/EC) -> The user should fill in the textbox that provided.
- Address -> the user should fill in the textbox that provided.
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2. Name (new appointed IRB/EC)-> The user should fill in the textbox that

provided.

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

- Approval letter-> the user should upload file with click on button that shown
in figure above.

e) Others -> the user should fill in the textbox that provided.

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

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

next section.

0 == - %

Motification (4 Changre (o L lsical Reerarch Fom |WE-a0aTazas-11)

B ACTIRRT) bR SAC MR

——
- —— I
Click in
checkbox
Click for previous Click for
section next stage
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Section E: Attestations & Declaration
The user should click in the checkbox to agree the terms and conditions.

After that, If user want back to previous section, user should click on button

# Previous

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

Click for
upload file

[ s o - g o s

to the next section.

B Motificaties Od Change On Clinicsl Reassrch Form (MO o1 7121811

| @ e o Uploaded Files : F
26.3KB. pdf ]

Click for previous Click for
section view

13

Section F: Supporting Documents

®
-> The user should click at to upload file. The file should PDF

only and not more than 300MB. The user can see the message that display at
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Maximum File Size : 300MB
Supported File Type : PDF Only
button . If user upload file in others format, the alert

message will be displayed that shown in the figure below.

www.mda.gov.my says:

Fail Upload, File Type Not Allowed

The user should click button “OK".

-> The file that uploaded will be displayed. The user can download the file with

o & . : : x . : . . .
clicking at and delete the file with click at . User can view file with click at file

name that uploaded. The file will be displayed.
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If user want back to previous section, user should click at button m

that shown in figure above. After all the form of application are completed, the user

should click at .The details of application will be displayed.

The user should click at to submit the application. The alert message

will be displayed.
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The user should click “Cancel” to cancel the submitted application and click “OK" to

proceed with submission of the application.
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b) DEMONSTRATION/EDUCATION PURPOSE

1)New Application
Firstly, user should click Demonstration / Education Purpose at sub menu

to create new registration like shown below.

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

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

n

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

below.

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

section like shown below.
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Section B: Medical Device Information

After clicks “ " button at section A, it will display section B like shown below.
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After user click “ "and fill all the form, it will be shown like
below.
For , users have to add first like shown below.
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After the user fill all form, users have to click “ " button to the last section.
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Section C: Attestation And Declaration
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After clicking “PREVIEW AND SUBMIT" button, it will display all the section are

already complete fill out or not complete like shown below.

User cannot submit the application yet because, users have to complete that
application first before submitting it. User can submit their application after all

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

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

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

Extension application for demonstration can be registered from new

application demonstration that have been completely registered. To register

for extension demonstration, user can click button
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After user click button “Ok”, form extension as below will be displayed. User
only have permission to update their previous application data at section A

(Event Details) and Section B (Site Details).
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After all the forms are completed, the user must click button “PREVIEW AND
SUBMIT" to view and click button “Submit” to submit the application. The alert

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

cancel the submitted.

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

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

register for post handling, user can click button "
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c) EDUCATION PURPOSE

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

to create new registration like shown below.

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

Application Form” to create new application.

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

form for Education Purpose. The application form will appear. The figure below
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shows the application form for applicant fill it. The user should fill all education
form. There are three sections which are:

SECTION A': General information

SECTION B : Medical Device Information

SECTION C: Attestation and declaration

Section A: General information

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

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

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

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

section like shown below.
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Section B: Medical Device Information

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

After user click “ "and fill all the form, it will be shown like
below.
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For users have to add first like shown below.
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After the user fill all form, users have to click “ " button to the last section.
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Section C: Attestation And Declaration
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After clicking “PREVIEW AND SUBMIT” button, it will display all the section are

already complete fill out or not complete like shown below.

User cannot submit the application yet because, users have to complete that
application first before submitting it. User can submit their application after all

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

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

automatically jump to all application page like shown below.
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2.2.2 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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After that, user should click at to update or make changes at application
form. The details of information that user click “NO” at EVALUATION process will be

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

user can edit at detail that changed only.

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

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

2.2.3 RETURN TO EXTRA INFORMATION

If back end user make the process “RETURN TO EXTRA INFORMATION" to
front end user, the status of application will be changed and the Front End User
should add the information at application form.

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

application form. The section of extra information will be displayed.
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Then, user should add information at the form. The user can upload the file that

shown in the figure below.

After click on button “include upload file” , the will be displayed

and user should upload file.

If user not want to upload file, the user should click at “Hide Upload File". After that,
user should click “save remark” to save the information only. If user upload file, the

file will automatically be displayed the details that shown in the figure below.
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And then, click to submit the application.

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

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