
The research is not

a clinical trial

Does the research 

involve human  

participants?

YES

Does the research  

involve at least one 

health-related

intervention?

YES

Does the research  

prospectively assign  

human participants to 

the intervention(s)?

YES

This research is a clinical trial. 
Submit for governance authorisation

NO

Notes:
1) Interventions include but are not restricted to:

 experimental drugs

 cells and other biological products

 vaccines

 medical devices

 surgical and other medical treatments and procedures

 psychotherapeutic and behavioural therapies

 health service changes

 preventive care strategies and

 educational interventions.

Researchers may also conduct clinical trials to evaluate diagnostic  

or screening tests and new ways to detect and treat disease. The 

word 'intervention' is used to refer to interventions, treatments and  

tests.

2) This includes trials with only one arm such as pilot and feasibility

studies.

3) Therapeutic Goods are products for use in humans in

connection with:
 preventing, diagnosing, curing or alleviating a disease,

ailment,  defect or injury

 influencing inhibiting or modifying a physiological process

 testing the susceptibility of persons to a disease or ailment

 influencing, controlling or preventing conception

 testing for pregnancy

NB: Software is being used more and more in medical devices, if 

your intervention includes medical software or mobile medical apps 

review the TGA advice here: https://www.tga.gov.au/regulation-

medical-software-and-mobile-medical-apps

NB: For information on when Quality Improvement becomes  

research see: https://www.nhmrc.gov.au/guidelines-publications/e111

In addition

Is the intervention a  

therapeutic good?

YES

The clinical trial 

may need a CTN

The World Health Organisation (WHO) defines a clinical trial as: "any research study that prospectively assigns  human participants 

or groups of humans to one or more health-related interventions to evaluate the effects on health outcomes."

The following decision aid is designed to help you determine whether or not your research project is a clinical trial.  At Calvary mater 

Newcastle all clinical trials must be submitted for governance authorisation in addition to ethics approval. Clinical trials of unapproved 

therapeutic goods are required to be notified to the Therapeutic Goods  Administration (TGA) via a Clinical Trial Notification (CTN). 

Governance authorisation and CTN submission are  required prior to trial commencement. 
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Is my study a Clinical Trial?

https://www.tga.gov.au/regulation-software-based-medical-devices
https://www.nhmrc.gov.au/about-us/resources/ethical-considerations-quality-assurance-and-evaluation-activities



