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Industry Research and Development (clinical trials, 

Phase 0, I, II, III for an unapproved therapeutic 

good) Determination 2021 

 

______________________________________________________________________________ 

I, [name of rule-maker], [title of rule-maker], make the following determination.   

Dated [date] 

 

 

 

[name of rule-maker] 

[title of rule-maker]  

__________________________________________________________________________________ 
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Part 1 – Preliminary  

1 Name  

This instrument is the Industry Research and Development (clinical trials, Phase 0, I, 

II, III for an unapproved therapeutic good) Determination 2021.  

2 Commencement 

This instrument is taken to have commenced on the day after it is registered on the 

Federal Register of Legislation. 

3 Authority 

This instrument is made under subsection 31D(1) of the Industry Research and 

Development Act 1986. 

4 Definitions 

Note:  A number of expressions used in this instrument are defined in section 4 of the Industry 

Research and Development Act 1986, including the following:  

(a) core R&D activities; and 

(b) R&D entity. 

In this instrument: 

generic product has the same meaning as in the Therapeutic Goods Regulations 1990. 

phase 0 clinical trial means exploratory studies or pilot studies that are used to test 

how the body responds to an unapproved therapeutic good before phase I clinical 

trials.  

phase I clinical trial means clinical trials that involve the first administration of the 

unapproved therapeutic good on humans to determine the safety of the good, how it 

works, how well it is tolerated, to identify preferred routes of administration. 

phase II clinical trials are the first trials of the unapproved therapeutic good in 

patients suffering from the condition for which the good is intended. The principal 

aim of these clinical trials is to determine effectiveness and safety of the unapproved 

therapeutic good.  

phase III clinical trials involve greater numbers of patients compared to phase I 

clinical trials and phase II clinical trials and are undertaken for the purpose of 

determining whether the unapproved therapeutic good confers clinical benefit for 

which effectiveness was demonstrated in phase II clinical trials. They also determine 

the nature and likelihood of any side effects.  
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phase IV clinical trials are those clinical trials undertaken in Australia after the 

previously unapproved therapeutic good has been approved (either in, or external to 

Australia) for the treatment of a particular disease. Phase IV clinical trials may relate 

to a good that is registered in another country at the time the trial is being conducted 

in Australia. Phase IV clinical trials may be a follow-on study from a previous trial 

and the rationale is that the data from the trial is being used to support a post 

marketing study. Phase IV clinical trials are also undertaken to further investigate the 

use of the good in the normal clinical setting of the disease, as this may differ quite 

markedly from the conditions under which the other clinical trials were conducted. 

This includes post marketing surveillance studies. 

Register has the same meaning as in the Therapeutic Goods Act 1989. 

unapproved therapeutic good is a therapeutic good yet to be entered on the Register.   

 

Part 2 – Determination that phase 0, I, II, and III clinical trials 

are core R&D activities 

5 Determination 

Subject to section 6 of this instrument, for the purpose of the Industry Innovation and 

Science Australia Board (the Board) exercising its power or performing its duty to 

make a finding pursuant to sections 27B, 27J or 28A of the Industry Research and 

Development Act 1986, phase 0 clinical trials, phase I clinical trials, phase II clinical 

trials, and phase III clinical trials for an unapproved therapeutic good that are:  

(a) notified pursuant to item 3 of Schedule 5A of the Therapeutic Goods Regulations 

1990 or item 2.3 of Schedule 4 to the Therapeutic Goods (Medical Devices) 

Regulations 2002; or 

(b) approved pursuant to sections 19(1)(b), 32CK(1)(e) or 41HB(1)(e) of the 

Therapeutic Goods Act 1989; 

 are core R&D activities. 

 

6 Exclusions  

None of the following will be core R&D activities for the purposes of section 5 of this 

instrument: 

(a) any clinical trials of generic products; 

(b) phase IV clinical trials;  

(c) activities that come within the scope of subsection 355-25(2) of the Income Tax 

Assessment Act 1997; and 
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(d) activities that are not, or will not be, conducted in accordance with all applicable 

approvals, regulatory requirements, and standards that are in force at the time the 

phase 0 clinical trials, phase I clinical trials, phase II clinical trials, or phase III 

clinical trials are being conducted. 

  
Note:  For the avoidance of doubt, the inclusion of activities in this section 6 of this instrument does 

not mean these activities are not core R&D activities. Activities listed in subsubsections 6(a), 

(b) and (d) of this instrument may meet the definition of core R&D activities, but they do not 

come within the scope of section 5 of this instrument and so an R&D entity will need to 

demonstrate such activities meet the definition of core R&D activities independently, without 

the support of this instrument. 

 

7 Part of an activity 

Sections 5 and 6 of this instrument can apply to part of an activity for the purpose of 

the Board exercising its power or performing its duty to make a finding pursuant to 

sections 27B, 27J or 28A of the Industry Research and Development Act 1986. 

 


