TGA Business Services (previously eBS)
Drafter / Submitter roles

Our clients. Our focus.



The new capabillities and functions for
drafters and submitters using our new
TGA Business services



Overview

* In the new TGA Business Services site each user will have a personalised unique
view based on the interactions they have with the TGA.

« Each view is based on the different interactions people have with the TGA. The
TGA Business Services site is based on using roles —drafter, submitter, financial
or administrator, or any combination of these.

* This PPT gives you an overview of your role and some of the new capabillities to
manage contact details.

* For more information read the Drafters and submitters — questions and answers.
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Site design for submitters and drafters

Dashboard
“ N e m “

Edit my details




Drafter / Submitter
dashboard

1
In a Submitter / Drafter role, the view will ©

show: D
—

1. My work
2. Work in progress

3. In the Drafts tab you can see the
drafts your organisation is currently
working on

2
3
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Submissions

In the Submissions tab you can
see your organisation’s latest
submissions.
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Applications

This menu gives you
access to TGA
applications
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Eff Applications -

Biologic
Biological Application
Submission

Medicine Shortages
Notification
Submission

Prescription Medicine
Pre-Submission

Single Medicine Application
Composite Pack Application
Submission

& Work in progress & view all drafts

Drafts

™
E Documents ~

Listed Medicine
General Listing
Composite Pack
Code Stock

Medicine Kit

Change Multiple Current
Listings

Submission

Listed Medicine Label
Checklist

Welcome Page

Regulatory Actions
Sponsor Cancellation

Submissions

& Your TGA ~

Export Only Medicine
5.26a - Solely for Export
5.26 - Export Only
General Listing
Composite Pack
Change Multiple Current
Listings
Export Certificates
Listable Product {(CLF)
Pharmaceutical Product
(CPP)
Exempt Product (CEF)
Submission
Export Only
Solely for Export
Certificates

Manufacturers
Certification Application
Clearance Application
Declaration

Licence Application

Over The Counter
Medicine
Mews: System Upgrade in
Progress
Non-Prescription Medicine
Mon-Prescription Composite
Pack
Change Multiple ARTG
Entries
Welcome Page
Substance
Substance Application
Submission

Medical Device
Device/OTG Application
Joint Implant
Reclassification

Class III/AIMD Variation
VD In-house Notification
rManufacturer Evidence
Conformity Assessment
VD Variation

Request Change
GMDN Help

tMedical Device Incident
Reporting




Documents

This menu allows you to upload

documents to applications,

iIncluding:

» Clearances, licences or
certifications for a medicine
manufacturer

 Consumer Medicine
Information

* Product Information
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[:I,’ Applications ~

& Welchn

What would y2

View my organisation

L
E Documents ~

Manufacturers
Consumer Medicine Information

Product Information

Pharma Co Pty Ltd (64013)

& wWeb:
http://www_example_com

Work on drafts (3]
View submissions ©

Drafis Submissions
Date
02 April 2015

02 April 2015
02 April 2015
02 April 2015
02 April 2012

02 April 20135

ldentifier Client reference
OM-2015-GL-00002-1 None
Ov-2014-MC-D0267-3 640113-A
DV-2014-MC-00268-3 640113-B
Ov-2014-MC-00269-3 640113-C
DV-2014-MC-00270-3 640113-D
Ov-2014-MC-00271-3 640113-E

= News panel @' View more news

=Clients Please Note™ @ 111212014
The TGA has successfully transitioned from
Westpac Banking Corporation (Westpac) to the
Commonwealth Bank of Australia (CBA) for all
transactional ban._.

Australian manufacturers of medical © 05/11/2014
devices - third party certification.

The Manufacturers Evidence form has been
amended to allow Australian medical device and
VD manufacturers to submit manufacturers
evidence under the E._.

Intarnat Fynlarar 8 not sunnarted as @ 06/08/2014

Information Sponsor

New QTC Pharma Co Pty Ltd
New Manufacturer A Pharma Co Pty Ltd
New Manufacturer B Pharma Co Pty Ltd
Mew Manufacturer C Pharma Co Pty Ltd
New Manufacturer D Pharma Co Pty Lid

New Manufacturer E Pharma Co Pty Ltd

-

&S Work in progress & view all drafts




Your TGA

This menu shows your:
e Current ARTG Entries

e Consumer Medicine and
Product Information

e In-house IVD’s
 Manufacturer information
* Medical Device Evidence
* Medicines Shortage
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View my detalls

1. This screen can
be accessed by
clicking on

2
Account settings C
It allows you to:
2. View your details

3. Edit your profile
and change your
password
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Edit my profile

This screen allows you
to update:

o Title
Phone
Mobile
Fax
Address
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The future

This iIs the first upgrade to the system
- more improvements are planned.
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