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ACU Research

Applying for a Clinical Trial Notification through the TGA
Business Portal

Clinical Trial Notifications (CTN) should be included under the ACU account with the
Therapeutic Goods Administration (TGA). Researchers should follow the below instructions
when requiring a CTN for one or more of the therapeutic drugs, devices (including software as
medical devices) or biologicals.

1. What is a therapeutic good?

Therapeutic goods are broadly defined as products for use in humans in connection with:
e preventing, diagnosing, curing or alleviating a disease, ailment, defect or injury
e influencing, inhibiting or modifying a physiological process
e testing the susceptibility of persons to a disease or ailment
e influencing, controlling or preventing conception

e testing for pregnancy.

2. Whatisa CTN?

A CTN (or Clinical Trial Notification) is a scheme which notifies the TGA about a clinical trial
using an 'unapproved' therapeutic good to be used in human research. Alongside the CTN
submission, you need approval from:

e The Human Research Ethics Committee (HREC)
e The institution or organisation where the trial will be carried out (Approving Authority)

It is the responsibility of the Australian clinical trial sponsor to have all relevant approvals in
place. When ACU is the trial sponsor, the responsibility to obtain the CTN is delegated to the
Research Team. You must obtain the CTN before supplying the unapproved therapeutic good in
the clinical trial.

If you are unsure whether you are using a therapeutic good you can find more information here.

3. Whenis a CTN required?

The use of an ‘unapproved’ therapeutic good must be the subject of an exemption, approval or
authority under the Therapeutic Goods Act 1989. ‘Unapproved’ therapeutic goods refers to:

e therapeutic goods already included in the ARTG to be used in a manner not covered by
the existing entry in the ARTG.
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e any medicine notincluded in the ARTG (including new formulation, strength or size,
dosage form, name, indications, directions for use or type of container of a medicine
already in the ARTG).

e any medical device notincluded in the ARTG (including new sponsor, manufacturer,
device nomenclature system code, classification or unique product identifier (for
certain classes of medical devices only) of a medical device already in the ARTG)

e any biological notincluded in the ARTG such as:

o anynew applicable standards, intended clinical use or principal manufacturer of
a Class 1 or 2 biological already in the ARTG

o anynew product name, dosage form, formulation or composition, therapeutic
indication, type of container or principal manufacturer of a Class 3 or 4
biological already in the ARTG

4. What if | am just using an unapproved drug or device as part of my
data collection or evaluations rather than as the intervention?

Yes, this would still require a CTN as the therapeutic good is unapproved for the use included in
your trial. All ‘unapproved’ therapeutic goods, not just the investigational product(s), must be
the subject of an exemption, approval or authority under the Therapeutic Goods Act 1989 to be
lawfully supplied in a clinical trial. For more information on what would require a CTN —refer to
the TGA Clinical Trial Handbook.

e EG:repurposing a drug to dilate blood vessels for a scan where the scan is being used to
assist in evaluating the efficacy of the clinical trial intervention.

e EG: using a“research” model of a blood glucose monitor to collect data, where the
“research” model is not listed on the ARTG.

For devices (as per ISO14155), please be aware that the definition of clinical trial (clinical
investigation) includes:

a. Exploratory - A clinicalinvestigation that might not have pre-specified primary
hypotheses, and can be conducted to generate hypotheses, to be confirmed in
subsequent studies.

b. Confirmatory - adequately controlled clinical investigation in which the hypotheses of
the primary endpoint(s) are stated before the start of the clinical investigation in the
research protocol and are analysed in accordance with the protocol.

Interventional Clinical Investigation is defined as pre- or post- market investigation where the
assignment of a participant to a particular medical device is described in the protocol, or
diagnostic or monitoring procedure requested in the protocol are in addition to those available
as normal clinical practice and burden the subject.
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5. What else should | do?

Whenever using an “unapproved” therapeutic good, it is important to clearly advise participants

in your study that the use of the drug, device or biological is unapproved and clearly explain any
risks that this may entail.

This must be done for each “unapproved” product.

EG: We will be utilising a new device for measuring your blood pressure during the trial. This
device is not currently approved for use to assess blood pressure. The device use involves
placing a clamp on your ear which will take a small blood sample and measure the pulse
in your ear and convert this to a blood pressure reading. Risks associated with using this
new device include minor bruising, minor bleeding and possible infections. To mitigate
these risks, we will ensure that your ear is cleaned both before and after the clamp is
applied.

6. Applying for a new Clinical Trial Notification

New Clinical Trial Notifications (CTN) to the TGA should be completed by the research team.

i. Ethics staff can set up a user account on your behalf. Once this is done, you will receive an
email from the TGA containing a link to choose a password. You can then access the site with
your own log in details.

Further assistance can also be found at the TGA help guide:
https://www.tga.gov.au/resources/resource/user-guide/clinical-trial-notification-ctn-form-
user-guide

ii. Clickonto business services TGA Business Services (TBS) | Therapeutic Goods

Administration (TGA) and click

iii. Click on Applications then Clinical Trial Notification

(& Applications ~

Annual Charge Exemption
e Manage my entries

Clinical Trials
V‘ Clinical Trial Notification
Submission

l Medicine Shortages

iv. Click on trial details
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I G COUSINCSSClinical Trial Notification

| Close | | Save | | Validate | | Print Preview | | How to use the online CTN form |

Application | Trial Details || VWalidation messages
* Always Required ™ Required under certain conditions
E3
Sponsor Name Australian Catholic University

Sponsor Address * Select a Sponsor then addresses will be selectable...

Motification Fee

$0

Proceed to complete the form that opens and remember to save each completed section so
you do not lose information already entered.

v. Once forms are completed click the validate button (shown in above screenshot) and it will
check for errors. The below will change from draft to validated once filled in completely.

Application ID: CT-2025-CTN-03538-1 v1
Status: Draft Loaded

Client Reference: | Reference for Client use only

Once validation has taken place a SUBMIT button will appear on the same tab line.

Once a submission has been approved it will move to the repository and is considered finalised

7. Modifying an existing CTN

If you have need to modify you existing CTN, access your trial via your log in details. You can
then follow the steps below.

i From the home page, click on View submissions:

What would you like to do today?

Australian Catholic University (54177)

ABN:15050192660

View my organisation o

View all invoices © Work on drafts 3}
View submissions ©

B Work in progress
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ii. andthen View lodged submissions to locate your trial in the repository:

v Portal - Sebastian Gimenez
View Drafts /

View Lodged Submissions A
Create Applications & Submissions
Lodge Supporting Documentation

Your TGA Information
Online Invoice Payment
Public TGA Information
News

FyYes

Help

Training

Back to Business Portal
Login to AusUDID

iii.  Once you have located your clinical trial, click on the down arrow next to the ID humber
and click “vary”

Portal - Sebastian Gimenez C“nical Trials

View Drafts

View Lodged Submissions

Sponsor: | Australian Cath

v Create Applications & Submissions

Filter on: | Client Referenc

Date =
B O 2025-07-16

Annual Charge Exemption

Biologicals

CTZ0:

20:

Adverse Event Reporting

Regulatory Compliance 3 < Next Stage
Listed Medicine ' Eivary

S
Clinical Trial Notification = Print Preview
Submission @) 202407-02 CT-20:
Export Only Medicine B () 20230809 CT20:

iv. Make the updates to the CTN as necessary. You can conduct a print preview before you
accept and submit.

Once the change has been approved the trial will return back to the repository.
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