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Digital Health Blueprint
2023-2033

The Blueprint outlines the Australian Government’s vision for the
role digital health capabilities will play in delivering a more person-
centred, connected and sustainable health system by 2033.

‘ ‘ Trusted, timely and accessible use of digital and
data underpins a personalised and connected
health and wellbeing experience for all
Australians ’ ’
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National Standards

To support the consistent
capture and sharing of health
information between health
and care settings and across
jurisdictional borders.

Healthcare Identifiers

Unique identifier for
patients, healthcare
providers and healthcare
organisations to enable the
accurate matching

of patient records

from across all parts of the
health system.

National Health
Information
Sharing Infrastructure

To enable near real-time and
seamless information
sharing of key patient health
information across health
and care settings, including
to My Health Record, and
across jurisdictional borders.

Legislation

Legislation that will
provide the appropriate,
nationally consistent
consent-based framework
for health data to be
shared more seamlessly
across the health sector.
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Improving TGA's Digital Business Services

We are working to assist you to meet your regulatory requirements, by
providing intuitive digital services that make interactions with us easier and
more seamless.

m

What we hear about current systems Benefits of the new system

©

® Not user friendly ® Intuitive self-serve options that are easy to use

® Contemporary — more integrated, reliable and stable
® Mixture of digital and paper forms
2 . ® Reusing data and information you share to make
® Outof date applications/submissions easier for you

® Easier to make changes and continuously improve



What's been
delivered so far

In 2023-24 the focus was on delivering the
first foundations and onboarding the first

business processes.

Log in to the
new online
portal

O
Eﬁ'; 69

Create and
manage an
account for their
organisation

Health Business Services @

Sign-in

Already have a Health Business Services account?

Den't

Need Help?

S5 UT Support resources or get in touch with us visit
portal heip,

Using our portal Help us to improve

Submit licence
applications
directly to the
Office of Drug
Control on new
digital forms

These are now live
https://businessservices.health.gov.au



https://businessservices.health.gov.au/

To be delivered in 2024 and 2025

To progress to the next stage of work, we

are building-out four digital pillars: H o
. E Service
ldentity management i Management
Service management :
Case

Management

Case (application) management
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Data management
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Data
Management

From later in 2025, onboarding the first group
of TGA users to new solutions and an initial
set of services.

Therapeutic Goods Administration — tga.gov.au



External facing

User submits an

application

Internal facing

Service
Management

Case
Management

Data
Management

Health Business Systems portal

) e

; Sponsor / Interaction
Progress Tracking History Self-Service

New Case Management Solution

1

Seamless & efficient Automated Workflow and
processes Task Management

Consolidated Therapeutic Goods Data

. &

Enhanced Consolidated Fit for purpose
Analytics view of medical devices
capability information data




From later in 2025, we are working to enable the following, for
the first group of TGA users
» The ability to view, manage and action invoices.
« The ability to submit a set of applications/notifications to the TGA using new forms for:
* Pre-submission meetings requests
« Good Manufacturing Practice clearance application
e Sponsor Notice for vaping goods
* Propose a new ingredient names application
» The ability to access other TGA services in older systems through the new portal.
« Sponsor submission of UDI data, including data submission via APIs for electronic
data entry.
e Sponsor access to AusUDID from the Health Business Services portal and sponsor

notification of data changes (when a device has more than one sponsor).



Improving shorter-term data analytics,
maintaining existing systems

B A

Establishing a data hub Supporting existing Preparing to
internally to support systems decommission older

TGA's internal work

systems
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The TGA website will continue to evolve

2004
Australian Government F

e Department of Health and Ageing
Therapeutic Goods Administration

| Prescription medicines
Normally requires doctor’s prescription
xamples: contracepives, vaceines, antibiotics.

|- Non-prescription medicines
Generally available over-the counter.
Examples: analgesics, cough remedies, sunsoreens.

| Complementary medicines
Also known 25 ‘traditional or ‘altermative’ medicines.
Examplas: harbal vitamin, mineral, sramatherapy, homoscpathic products

|r Medical devices

Instruments, equipment, materizl.

Examples: medical gloves, bandages, syringes. condems. pacemakers. dental
cts.

|- Report problems
ow to report a ith 2 medicine or a medical device. Includes ady
reactions, medical device incidsnts, product deficiancies or defscts

. i

For enquiries or fesdback sbout this website

2019

TGA - Therapeutic Go
Regulating Australia’s medicines, med

About TGA | Contact TGA | A-Z g

e | Sitemap | Health & Ageing
Advanced search
Search

| Blood & tissues |r Recalls & alerts |+ What's new
| Chemicals |- Manufacturing | Media centre

|- Gene technology: |+ Job vacancies

|- Publications

Hot topics
+ Use of SSRI antid; ts in children and adolescents

¢ Trans-Tasman joint agency

ght | Security | Disclaimer | Privacy Statement

Web page produced by Therspeuiic Goods Administration, 18 August 1988

Sita Iast updated on 20 Saptember 2004 by Therspeutic Goods Administration
L http:fwww tg2 gov aulindex htm

hes

For all ather enquiries contaet: tga-in

& Translate | Subscribe

Safety information  Consumers  Health professionals  Industry  About the TGA  Mews room

TGA Topics
e about the activ

Lear

Find out more »

Health Professionals Industry

© Reporting probl + SME Assist

@ Unapproved products & Regulation basics
& Special access scheme § Scheduling basics

? Iwantto ...

ties of the TGA an our blog.

2014
™~

info@tga.gov.aul®l | £ 1800 020 653 | More contact info | A-Z guide | Help

Australian Government

#¥“ Department of Health and Ageing
Therapeutic Goods a\dx\lllll:tradnn\

Therapeutic Goods Administration

=

Safety information | Consumers | Health professionals | Industry | About the TGA | News room

Australia's regulatory authority for therapeutic goods. - More about the TGA...

New to this website? You might like to start here:

O Health professionals

Da you use or buy ¥ Do you prescribe or use
therapeutic goods for therapeutic goods in
vour own use or for L. professional capacity?
someone else?

Doctor, nurse,
Patient, carer, Sy pharmacist...

I want to...

_ Report a problem

© Ask a question
[P

Do you supply or

manufacture therapeutic

goods, or want to?

‘Sponsor,
manufacturer...

News

6 July 2011

Provides an overview of how in vitre diagnostic medical devices are regulated in Australia

6 July 2011

Oral contraceptives containing drospirenone (Yaz and Yasmin)

The TGA has reviewed the available information and has assessed the risks of VTE
d with drospir ining oral contraceptives

Featured

Access popular pages

Product recalls

Alerts

For travellers & visitors
Job vacancies
Consumer Medicines

Three new email alert services
o

The TGA has established three new

email notification subscriptions services
for consumers, health professionals and
industry. Subscribers can sign up to be

advised when the TGA is publishing on
i i ian, Dubl;

Information (CMI)

Product Information (PI)

Subscribe to updates

Ereedom of information

Forms

2024

[T Pe—

T soud Ao €aes

Products we regulsts  Productsafety  Mow we reguiste  Guldsnce snd resources

Therapeutic Goods Administration (TGA)

We are Australia’s government autho

y responsible for evaluating,
assessing and monitoring products that are defined as therapeutic

goods. We regulate medicines, medical devices and biclogicals to help
Australians stay healthy and safe

GMP Forum 2024

Registrations are op

(HCA)

We have & e of an

sambogia).er bydresysitric acid




280+ 44¢

People consulted

High level summary:

There were 280+ people
consulted through:

1:1 interviews (industry
participants)

Surveys

Industry forums
Meetings with staff

181

TGA and ODC website
audiences (surveys)

2

Industry forums
(Reg and Com Tech)

11

TGA website users
(1:1 interviews with
industry)

87

TGA and ODC staff
(stakeholders and
surveys)



Guidance is heavily used and relied upon.

Opportunities for improvement:

Version control

What we
heard

Difficult to find, search and scan
* Single source of truth

Inconsistent structure

» Accessibility

 Hard to manage



What's Guidance on the
TGA website?

Content that goes to the laws and
regulations governing the
development, manufacturing,
marketing and supply of therapeutic
goods in Australia.




From To

Unclear source of truth, inconsistent structure Digital first, structured and
consistent content

Version control issues, unclear Clear, up to date, timely, accurate

Accessibility issues
Accessible and user friendly

Difficult to find, search and scan
Connected content that's easier

to navigate
Hard to manage

Easy to maintain




Guidance

Cur Guidance explains the laws and regulations governing the development, manufacturing, marketing, and
supply of therapeutic goods in Australia,

‘Wiz're progressively maving Guidance content from other parts of the website into this new location In the meantime, if you carnot find what you're
loaking for, you can search our Besowces or use the site search bar for more results.

afi Listen & Print o Share 3 RSS 1

Use the filters belbow to namow Search gu

your search.

139 resultis) found, displaying 1 1o 25

DOpen all
‘ a I l g e S Audlsnce »  Bequesting the Minister for Health to reconsider our initial decision (e
14 Cctober 2024 | Guidance

[ ichertisers (33}
[ Conswmers (15)

[ Henith prafessionals (25

Manufacturers (98]
G u I d an C e p rOJ e Ct g spcmm: .-ug.l Special Access Scheme (SAS): Guidance for health practitioners accessing

unapproved therapeutic goods (S

Product type w 1 Octaber 2024 | Guida

Guidance about haw bz request reconsideration of ‘reviewable’ initial decisions by the Minister for Health

This guidance is to assist health practitionsrs understand their requirements when presoribiing ‘unapprosed’ therageutic

www.tga.gov.au/resources/quidance = v ok

Last updated (Year) -

ual patient using the Special Acosss Scheme [SAS)

Understanding_requirements for unapproved therapeutic vaping devices
and accessories in Australia @&
r2024 | Gu

understand quality and safety

idance helps sparsors and manufacturers of urapproved” therapeutic va

requinements, under the Therapeutic Goods [Medical Device Standard —Therapeutic Vaping Devices) Amendment Order

Understanding_product standards for unapproved therapeutic vapes in

Australia &

1 October 2024 | Guidance

ard labelling requiremsents of Therapeutic Goods Legislation Amendment (Standard for
(TR0 118 Instrument 2024

Guidance on the g

Therapeutc Yaping Goods)




New features make Guidance clearer and more accessible

Clear list of related legislation on each page

& Legislation

Therapeutic Goods Act 1989

‘Sticky’ navigation makes it easy
to move through long pages

urpose
¢ PUrpOse ., ranagement

The following pag (.,

leaning the device
printing and mee

Three dim
design (CAD) soft

namuastusin accaubaramatarialis danasitad in auns ta dasm that snacific thias dimancinnal ahinet

Detailed table of contents for
Guidance with many headings

Show detailed table of contents v

Visual indicators to flag updates

on individual Guidance pages

Recently published

T il v e et £ ) My 3B

Recently updatad
Voo o v e oy W ey TIO2N  Sovm pargr iy v s
Published: 21 June 2022

Last updated: 25 January 2024

on Guidance listing page

in the ARTG s

Ir ing IVD medical i

Lorem ipsum dolor s amet, consectatur adipiscing elit, A&nean auctor molks nisi id sUsCipt, Aenean laorest magna su

Clear list of changes over time

# Page history

= Hide all page updstes [

25 January 2024
pdatad te e

N Farket continie 1o meet the Esseatial Prindples fo

Bookmarkable headings for easy sharing

¢ Purpose

‘Save as PDF’ function

W) Listen =% Print o§ Share [§ Save as PDF




Next steps

We want your views — please take our survey and tell us
what you think of the new features.

If you notice any errors in Guidance, you can report to us:
e use ‘Is there anything wrong with this page’ link at the
bottom of the page, or
« email to tga.website@tga.gov.au.

We plan to work with TGA staff in future to:
« improve Guidance content to make it easier to
understand and reduce duplication
e re-home content that is no longer considered
Guidance under the new definition.

Scan the QR code for
the Guidance survey



mailto:tga.website@tga.gov.au

A Australisn Government

A Department of Heslth and Aped Care
Therapeuric Goads Administtion

Products we regulate Product safety How we regulate Guidance and resources

Therapeutic Goods Administration (TGA)

We are Australia's government authority responsible for evaluating,
assessing and monitoring products that are defined as therapeutic
goods. We regulate medicines, medical devices and biclogicals to help

Australians stay healthy and safe.

If you'd like to be involved in user
testing, scan the QR code to sign

up for our user research group

TGA website changes

Information architecture review
November 2024 to June 2025

Information architecture refers to:

how we organise content
relationships between each piece of content

how content is visibly displayed on the
website's navigation — logical headings and
pathways mean that users can easily find
what they need.
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Our digital uplift is also paving the way for future innovation

Al tools present new and innovative opportunities.

 Trust, governance, care and risk management will be critical.

* As a government agency, our approach will be guided by broader Government and
Commonwealth setting, including advice from Digital Transformation Agency (DTA)
and the Department of Industry, Science and Resources

* We will be mindful of

o The sensitive nature of the information we hold and ensuring its security
o Alignment with Australia’s 8 Artificial Intelligence (Al) Ethics Principles, and the
DTA's Policy for Responsible Use of Al in Government, to ensure Al Is safe,

secure and reliable.

Therapeutic Goods Administration — tga.gov.au


https://www.digital.gov.au/sites/default/files/documents/2024-08/Policy%20for%20the%20responsible%20use%20of%20AI%20in%20government%20v1.1.pdf
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Modernising TGA systems will continue to occur in stages

TGA systems are many and complex

— we need to build and move to new

systems in stages to ensure

« We fully understand user needs

* We are building the right system to
meet those needs

 We are building a system that can

adapt and continually improve

Research with users to understand user
needs and pain points to inform potential
feasible solutions to test with users in
Alpha.

™~

Initial testing of function
Alpha . )
and design with small
group of users

Discovery

Identify enhancements /
or improvements — go

through the cycle of
alpha, beta and live
again

Continuously

Improve

Support the new (TR
system, gather and

- Gather feedback from a
eta : .

feedback from wider audience

users to identify

enhancements \ /

Release the new product/system

Feedback




How to engage with us

We will continue to engage and consult with stakeholders, particularly industry, health providers, health
professionals and consumers to understand their needs and issues to build a better experience for everyone.

m

Get in touch

You can reach out to our team with
guestions or suggestions.

www.tga.gov.au

Learn more

Future testing & feedback

You can join our mailing
distribution list for regular
Program updates.

tgatp@health.gov.au

If you'd like to contribute to this
work, you can sign up for our user
research group.



mailto:tgatp@health.gov.au

Questions?

GMP FORUM 2024
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