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Registry Participant Information Sheet (Adults)

What is the Australian Mild Traumatic Brain Injury (AUS-mTBI)
Registry?

o The AUS-mTBI Registry is a clinical quality registry for individuals who have experienced a
concussion injury, otherwise referred to as a mild traumatic brain injury.

o The Registry gathers and analyses health and care information to better understand what is
working well and what needs to be changed to provide the best quality of clinical care and
understand the factors that impact outcomes after a concussion.

e Registry data is the property of Curtin University, WA, and managed within secure platforms
of Monash University, VIC.

Why have I been asked to participate?

e By enrolling in the AUS-mTBI study, you have been identified as someone who has recently
experienced a concussion injury.
e This diagnosis means that you are eligible for participation in the Registry.

Do I have to participate?

e Your participation in the Registry is entirely voluntary.

e You do not need to do anything additional to your participation in the AUS-mTBI study to
be included in the Registry.

e You can withdraw your participation from the Registry at any time.

Why participate in the Registry?

e  Your participation in the Registry helps us understand what factors can impact how well
someone recovers after a concussion injury, what treatment services are working well and
what needs to be changed to provide the best quality of clinical care in Australia for people
with concussion.

e Participating in the Registry will assist in identifying gaps in the current care pathways
provided in Australia, and guide discussion to drive and promote improved management after
concussion.

o This information will be fed back to health care services, government, industry and
researchers. This is how the quality of clinical care and health outcomes will be improved.

e There will be no direct benefit to you from participating in this registry because the process of
improving health care systems takes a long time.

e The data collected by AUS-mTBI Registry is expected to benefit people with concussion in
the future.

AUS-mTBI Registry PIS (Adults) Version 3, 16/06/2023



mTBI% [

E( Q)
BN ., AltrecHeatth o

[ ] murdoch
. ‘ ] M@ B children's l De ITU n '% THE UNIVERSITY OF THE UNIVERSITY
Curtin University SR cesearh SYDNEY L“”J g\lil‘\llgglsilt# Y9 OF QUEENSLAND

B institute i AUSTRALTA

" MACQUARIE
University

AUSTRALIA

.“n?é'&'%%' SY‘IAPSI: CU

| ali} tu AUSTRALIA'S BRAIN INJURY ORGANISATION o1y ri cOWAN

UNIVERSITY

Are there any risks of participating in the Registry?

There are no risks in participating in the AUS-mTBI Registry.

Your decision about participating in the AUS-mTBI Registry will not change the clinical care
you receive.

Your data will be collected through your involvement in the AUS-mTBI study.

What does participation involve?

Participation in the registry is voluntary and involves the collection of information about
your concussion injury and symptoms through the HeadCheck app for the AUS-mTBI study.

The Registry collects information about you (e.g., name, date of birth, sex) and your health
(e.g., concussion symptoms, treatment received and return to activities) from the AUS-mTBI
study data.

How is the Registry data stored and protected?

We care about your privacy. All information collected is stored securely and treated
confidentially.

Your privacy is protected by our compliance with Australian privacy legislation and
guidelines. These security measures will prevent any unauthorized data access.

Your data will be stored indefinitely on Monash University owned, secure and
resilient infrastructure located in Australia, complying with global best practice
data protection requirements

Any future access to Registry data by other organisations or researchers will
require ethics approvals and will be bound to the same State and

Commonwealth legislations as well as the AUS-mTBI Data Access Policy.

How is Registry data used?

Registry data is used to produce reports, papers and presentations for health services,
government, industry, and researchers. This is how the quality of clinical care and health
outcomes will be improved.

You will never be identified in any reports, papers, or presentations.

Only those researchers involved in the Registry or who have had approval by the Registry
management committee and relevant ethics approvals will be able to access the Registry data.
If you consent to your data being included in the Registry, your data may be connected to
other normally collected health information such as hospital records or Medicare, to help
better understand long-term health outcomes and service use

Any linked data is transferred using secure systems and stored in an anonymised form within
a secure environment at Monash University subject to strict privacy and security controls.
Registry data will be retained for an indefinite period.

This data may be used by external researchers with expertise in brain injury.
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e Ethics approval will be obtained prior to any future use of Registry data as well as approval of
the AUS-mTBI Data Governance and Steering Committees
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What sort of approval do you have to collect my information?

e This study is approved by the Alfred Hospital Human Research Ethics Committee (Project
Number: 267/63).

How can I access my information?

e You may apply to access your information at any time by contacting the Registry Coordinator
via email (concussionstudy@curtin.edu.au).

e For reasons of privacy and patient confidentiality, all requests must be compliant with the
AUS-mTBI Data Access Policy.

How can I withdraw from the Registry if I change my mind?

e If you choose to withdraw your participation in the Registry, personal information already
collected will be retained, with your consent. If you do not want your data retained, please
inform the study team at the time of your withdrawal.

e A copy of the withdrawal form can be downloaded from the Headcheck app and returned to
the research team via email at concussionstudy(@curtin.com.au
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