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TOPIC1

Introduction

Fiji Medicines Regulatory Authority Online Services
Portal

The Fiji Medicines Regulatory Authority (MRA) Online Services Portal provides an electronic
facility for the submission, review of applications submitted to the regulatory team, including
requests to list medicinal products on the provisional register.

How to use the system

In order to get access to the system, applicants must first register an applicant user account
within the portal. Once logged into your user account you must then provide details of your
company in the Sponsor Registration form to allow for access to the provisional listing
application. .
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Online Services Portal

Login

Username

( Username ]

Password

[ Password ]

Create new account

Forgot my password
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Getting Started

The Fiji MRA Online Services portal is accessed through your web browser. The recommended
browser is Google Chrome, we recommend that you ensure your browser version is up to date.

Accessing the Online Services portal

To access the Online Services portal:

1. Open your internet browser. Online Services Portal
Login
2. Navigate to the online portal. : [[usermame
https:./fiimedreg.conforma.systems/ ‘»:afffﬁra
TR

The log-in page will appear as shown above.,

Create new account
Forgot my password

Creating an applicant user account

BASIC USER INFORMATION

From the log-in page:

Introduction Welcome to FPBS Regulatory
. % Basic user information . :
1. Click the Create new account button. . e online services portal
First Mame *
. . . User Registration
2. This will open the FPBS Online | | s ot scurae
Services Registration Form. |““"a"‘°' | s
system.
. . . . Select a username *
3, F|u_ Out the app“cant reg|strat|on form Usernames must be longer than 3 characters | Usernames can include

numbers, or the following
| | characters: - _ @

4. Once you have completed the form gl ¢
click the Review & Summary button | |

Phone number *

5. Complete a final review of the form. Rackdential Addresz*
Once the form is ready for submission, | |
click the Submit button. county effesdence”

Official identification document *

Example: Passport, Voter

2 cl registration card. Driver
Click to upload licence

Password *

| Password must be at least 6 chars long |

Confirm password |

Show password

@ Tip: You can use the edit icon to go
= quickly back and edit a form field.
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6. A verification email will be sent to the
email address you provided in the
form. Verify the account by selecting © i
the link within the email.

Dear Sally Whitcombe,

To activate your account, please click on the link below to verify your email address. Once activated you will have access
to the FPBS online services portal to submit relevant applications.

7' N ow th € accou nt Is ve rlﬁ ed an d yo u https://conforma-demo.msupply.org:50004/verify?uid=M-Q7XMi3WebYjH1w36RvNcbo

can now log into the online services Kind regards,
po rta L FPBS Regulatory Authority

A confirmation email with your user
account details will be sent to your
email address.

8. Click the Log-in button to navigate
back to the log-in screen.

Logging in

7

ek
MINISTRY OF HEALTH
& MEDICAL SERVICES

From the log-in page: i s o oY

Online Services Portal

1 Enter your username and password. Login

Username

2. Click Login.

Username ‘

Password

3 Once you log-in you will see the
online services home page.

Password ‘

4. In the top right hand corner of the ik
screen, you will see your user name
displayed.

Fiji Medicinal Dashboard  Application List ¥ Database ¥ Help ~
Products & Sally
— Whitcombe

Regulatory
Authority

v

Dashboard

El oRrGANISATION

Chemical Importer Registrations >

You don't have any applications in progress

Start a new Chemical Importer Registration
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Home page

The home page of Fiji MRA online services portal is pictured below:

Fiji Medicinal |43 Dashboard || Application List ~
Products s & Sally
) 2 Whitcombe

Regulatory
Authority

Dashboard

E oRGANISATION

Chemical Importer Registrations >

You don't have any applications in progress

Start a new Chemical Importer Registration

The various features of the home page are explained as follows:

Description

* B Dashboard Using this button will return you the home page
Al Application List You can use this button to view and manage your applications
K3l Database This allows the user to view the outcomes of any approved

applications (e.g. Approved permits)

. Help Menu for accessing help and guidance documents.

User Account This displays the user who is logged on. The drop down menu
here is how you log out. .

6 Applications This panel displays a summary of your available applications
overview and a summary of your submitted applications
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Logging Out
From the home page:

1 In the top right corner of the screen
click the drop down menu next to your
user details.

2. Click Log out.

Editing user details

You can edit your user details by:

1. Clicking the drop down next to your
user name in the top right corner of
the screen.

2. Click Edit User Details.

3. Your user details will be displayed on
the screen.

You can edit any of your user details,
including your password from this

page.

4. Once you have amended your details
as required, click the Review &
Summary button.

5. Upon submission, you will receive a
confirmation email that your user
details have been updated.

@ Sally Whitcombe

v

& Logout

=4 Sally Whitcombe -

B Edit User Details

& Logout

USER INFORMATION

Please update your user information

First Name *

Sally l

Last Name *

l Whitcombe l

Select a username *

sally123 l

Email *

jessica@msupply.foundation l

Do you wish to change your password?
Yes

Review & Summary
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Resetting password

IDENTIFY USER

If you have forgotten you password, from

the [Og-il’] page you can reset your password by Introduction Password reset request
© dentiy User Please enter your username *
1 Click the Forgot my password button. i |
2. Enteryour username and click the

Review & Summary button.

3. Click the Submit button. (V]

4. A verification email will be sent to the .
Verification Successful

email address associated with the
Click herejto change your password
account. Click the link within the email.
5. The link will bring you to the Dashboard

verification page. Click the Click here
button to navigate to the reset
password page.

IDENTIFY USER

Introduction Password reset request

6. Next, update your password within the e
form and click the Review & Summary o Pagel
button.

Please enter your username *

New password *

Password must be at least 6 chars long ]

7. To submit the password change
click Submit button

Confirm password ]

Show password

Review & Summary
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Registering as a Sponsor Company

To access the Provisional Registration application your account must be signed in as a sponsor
company that has been registered within the Fiji MRA online services portal.

A responsible agent for the company must after creating a user account within the online
services portal, then register their company as a sponsor. This process is detailed below.

Dashboard  Application List ¥ Database ¥ Help ~
& Harry Potter
MINISTRY OF HEALTH A d

Fiji Medicines Regulatory Authority

Dashboard
Bl ORGANISATION
Sponsor Company Registrations > Chemical Importer Registrations >
You don't have any applications in progress You don't have any applications in progress
= Start a new Sponsor Company Registration Start a new Chemical Importer Registration

Submitting a request
to register as a new
entity

In the case where your entity has not
been registered in the portal, a
Sponsor registration form is required
to be submitted as follows:

Sponsor Company Registrations >
1. Log in to your Online services account.

The home page will appear as shown , \‘
above, {Start a new Sponsor Company Registration|

You don't have any applications in progress

2. Select the 'Start a new Sponsor
Company Registration’ button.
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Before you start a new application, the
system will provide you with an

. . . . Tip: Your application saves as you go.
overview page to provide guidance to . ;
hat inf i dd X You can leave and continue your
W al information and documents are = application at any time.

required.
When ready to begin the application Company Information
C“Ck Get Started ‘What is the name of your company? *
) ) ) ) Company type *
Fill the application form with the Pharmaceutica Wholesaler
required company information. e
Pharmacy

Pharmaceutical Importer

Use the Next button to move through
the application pages.

Manufacturer
Other

Company phone number *

Next, upload a copy of the business \ ,\
registration certificate and business “‘"“Pa"“'"a"* |
licence. Please ensure all uploaded . ooy st s '
documents are clear and legible. '

Companies can also choose to upload ~
a logo to personalise the company
dashboard within the online services

portal

Valid licence *

Please upload a copy of your Company Registration Certificate *
Allowed format: .pdf .jpg .jpeg .png

OHCQ the fOI’m haS beeﬂ com pl.eted, Allowed format: .pdf .jpg .jpeg .png

select the Review & Summary button.

\X/heﬂ I’eady tO su bm |t, C L'Ck the Please upload any additional documents you wish to have
include in your company profile (e.g. TIN Letter)

Submit application Allowed format: .pdf .jpg .jpeg .png

Once the form has been submitted,

you will receive a confirmation email —
that your company has been created revess e L rovevesiomen )
in the online services portal.

Application List_~___Database _~___Manage ~ Help ~
& Harry Potter ~

Log out from the system, then log , | V/ED!CAL IMPORTER ~
back in again to access your company Dashboard
account. B orcANIsATION

Add a user to company account >

You don't have any applications in progress

. The account can now be used to
submit provisional registration

Start a new Add a user to company account

0o DRUG REGISTRATION

requests or manage system users for provisional Medicinal Product
Registrations >
the company account Yo don'thave any applications n progress

Start a new Provisional Medicinal Product
Registration
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Managing your company's users

If you would like to add additional
users to your company account:

1

Ensure the staff member has already
registered a user account within the
online portal

Only users with a verified user account
can be added to your company
account.

Log in to your company account.

Within your dashboard click the Start
a new Add a user to company
account link.

Click Get started.
Complete the User details form.

First select the user you wish to add to
your company account by typing in
the email address of the registered
user and clicking on the pop up
details.

Next select if the new user should
have administrator permissions (e.g.
the ability to add and remove users
from the company).

Click Review & Summary

Complete a final review of the
information and click Submit
application.

The user will receive an email
notification and will now be able to log
into the the company account

INISTRY OF HEALTH
&MEDICAL SERVICES

FIJI MEDICINES REGULATORY AUTHORITY

Online Services Portal
Login

Username

Username ‘

Password

Password }

Create new account
Forgot my password

Dashboard

E oRrGANISATION

Add a user to company account >

You don't have any applications in progress

Start a new Add a user to company account

Please provide the exact email of the user you wish to add to
your company account. *

& jessica@msupply.foundation|

Jessica Jago
ssica@msupply.foundation e to add and remove users
5SICa_jago user “"\I?H’\ Hne SyStem‘

¥ r— -
NA _narmiccinnc ic nat arantad

Please select whether this user should have company
administrator permissions:
Yes

e No

Review & Summary
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Managing your applications in the Online
Services Portal

The Online Services Portal allows users to manage and view their applications.
The following section outlines how to manage your applications.

Viewing your
applications

Gmporl permit for controlled chemicals!pﬂisnna

Dashboard

[ oRGANISATION

To view your applications:
Add a user to company account >

You don't have any applicatiens in progress

1 I—Og In to the portaL Start a new Add a user to company account
2. Click on the application type from PERMITS
either the home page view, or from (Lrgg;ﬁ;gggggsrgontro"ed)[*New]
the Application List menu. Approved applications (1)

Applications pending action (1)

3. From here you can view your
submitted applications, including any
approved or rejected applications and

, , Import permit for controlled chemicals/poisons
your draft applications.
+Fiter g Applicant Deadline
This view also displays the status of i ittt ol oo CRIEAD 2
your applications as well as any due o017 ety o RS Pt fr convolchemictiposons -CPRGGITZNE g L e
Sally Whitcombe = Chemical Importers
dates for amendment requests.

Continuing a draft
application

To continue a draft application:

1. Click on the application type from
either the home page view, or from
the Application List menu.

Company Registration - S-GYQ-0058

i el | Continue
Sally Whitcombe Edit draft [

S-GYQ-0058  Today

2. Then click the Continue button to
resume your application..

12
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Deleting a draft
application

To delete a draft application:

1. Click on the application type from
either the home page view, or from
the Application List menu.

2. Find the relevant application and click
the Bin icon to delete.

Withdrawing an
application
To request withdrawal of an

application applicants are required to
email fiiMRA@health.gov.f]

Responding to a an
amendment request

In the cases where your application
has a deficiency or requires
clarification, you will be notified via
email that your application is pending
your action.

To see the listed issues with your
application and make the required
amendments:

1. Log-in to the portal.

From the homepage, within the
relevant application section, if you
have applications pending action, a
link displaying Applications pending
action can be clicked.

Edit draft [ [1]

PERMITS

Import permits for controlled -
chemicals/poisons » m

Approved applications (1)
(Applications pending action (1))

13
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This will display a list of applications
awaiting amendment.

On the relevant application click the
Update button.

You will now be shown the sections of
your  application that  require
amendment. Click Update.

In the application form any fields that
require amendment will be highlighted
by a red box.

Within this red box a comment from
the Regulatory Authority is displayed.
Any fields in red are required to be
updated or for additional
documentation to be uploaded.

Amend your application as requested.

Once all changes have been
completed, resubmit your application

for review.

STEPS TO COMPLETE

O Permit Infarmation [ Errors Update (1) )

CHEMICAL IMPORTERS

< Import permit for controlled chemicals/poisons applications

Import permit for controlled chemicals/poisons
application form

Overview

There are issues with some of the information you supplied. Please update and resubmit the form.

This application form is to apply for a permit to import a controlled chemical or poison into
Fiji.
Please note:

= Hard copy documents are no longer required

» Scanned copies of original documents must be clear and legible

« If the request is approved, your permit will be sent to you via email

= Permits are only issued per consignment and subsequent imports will require a further
application

Please note, you can close and reopen your application at any time; your application will save
automatically as you proceed through the application form.

Company physical address *

87 La Toka Ave

© Should be 89 La Toka Ave

14
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Appendix 1 - Common application features

Within the online system there are lots of different field types used to capture information in the
application forms.

The following are examples of the some common field types and how to use them:

Free text
Type the required text into the field

What is the name of your organisation? *

Medico Pharmg| 2]

Checkboxes
Check the relevant boxes. More than one checkbox can be selected if relevant.

Company type *
Pharmaceutical Wholesaler

Private Hospital

Private Clinic

Pharmacy
Pharmaceutical Importer
Manufacturer

Other

Pre-filled text
In some applications prefilled fields will appear based on your user details. This text can not be
edited.

Company phone number *

‘ +32 493 299 ‘

Company Email *

‘ sally@gmail.foundation ‘

15
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Look-up lists

As you type into the field, the list of options will filter down. You can select the correct option

from the filtered list.

Country *
A
Fiji

Finland

L e

Upload boxes

Use the Click to upload button and select the relevant files for upload.

Letter of authorization from the principal company *

Allowed formats: .pdf, .doc, .jpg, .png

-~

PDF

Letter of
authorisation .pdf

16
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