
Phases of clinical trials
Clinical trials are conducted in stages to test whether a new treatment is safe and effective before and after it is approved for public use.
Figure 1 – phases of clinical trials
[image: Diagram illustrating clinical trial phases, showing a circular segmented design with 5 phases, labelled from Phase 0 to Phase 4.

Each segment includes decorative icons and descriptions, with distinct colours used for each phase.

Text reads: Phase 0 (Pilot study – optional), Phase 1 (Safety and dosage), Phase 2 (Effectiveness and safety), Phase 3 (Confirm efficacy, compare against existing) and Phase 4 (Post-approval surveillance).]
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Figure 2 – features of each phase of a clinical trial
[image: Diagram illustrating 5 project phases labelled 0 to 4, each with distinct colours: dark blue for Phase 0 (Pilot study – optional), light blue for Phase 1 (Safety and Dosage), dark red for Phase 2 (Efficacy and Safety), bright red for Phase 3 (Confirm effectiveness, compare against existing) and grey for Phase 4 (Post-approval surveillance). 

The diagram highlights progression from initial pilot study through safety and efficacy testing to final approval and ongoing monitoring.

Phase 0 (Pilot study – optional) has text that reads:

• Test how the body responds to an experimental intervention
• Very limited number of people
• Small doses given once over a short time

Phase 1 (Safety and Dosage) has text that reads:

• Test a new intervention for the first time
• Use a small number of people (between 20 and 80)
• Determine a safe dosage range
• Identify side effects

Phase 2 (Efficacy and Safety) has text that reads:

• Use a larger group of people, for example, several hundred
• Determine efficacy – that is, whether it works as intended
• Further evaluate safety

Phase 3 (Confirm effectiveness, compare against existing) has text that reads:

• Use large groups of people, from several hundred to several thousand
• Compare the intervention to other standard interventions, experimental interventions, standard care or a placebo
• Monitor adverse effects
• Collect information that will allow the intervention to be used safely

Phase 4 (Post-approval surveillance) has text that reads:

• Happens after an intervention is in use
• Monitor the effectiveness of the approved intervention in the general population
• Collect information about any adverse effects associated with widespread use over longer periods of time
• May also be used to investigate the potential use of the intervention in a different condition or in combination with other therapies.]
Clinical trial phases
Complete the table below using the information provided and after viewing Investigative approaches: clinical trials (3:28).
Table 1 – clinical trial phases
	Phase
	Purpose
	Participants

	0 – Pilot study – optional
	
	

	1 – Safety and dosage
	
	

	2 – Effectiveness and safety
	
	

	3 – Confirm efficacy, compare against existing
	
	

	4 – Post approval surveillance
	
	


Clinical trial phases – suggested answers
Complete the table below using the information provided and after viewing Investigative approaches: clinical trials (3:28).
Table 2 – suggested answers for the clinical trial phases
	Phase
	Purpose
	Participants

	0 – Pilot study – optional
	Test how the body responds to an experimental intervention
Small doses given once or over a short time
	Very limited numbers

	1 – Safety and dosage
	Test a new intervention for the first time
Determine a safe dosage range and identify side effects
	Between 20 to 80

	2 – Effectiveness and safety
	Determine whether the intervention works as intended
Further evaluate safety
	Approximately 200 to 300

	3 – Confirm efficacy, compare against existing
	Compare the intervention to other standard interventions
Monitor adverse effects and collect information for safe use
	Between 300 to 3000

	4 – Post approval surveillance
	Monitor the effectiveness of the approved use in the general population
Collect information about adverse effects in widespread use, long term
	Monitor post use in the general population
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