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CTN information

Please fill in the below if you require a CTN to be submitted or amended. 
	Protocol Number
	(Insert number)

	Expected Trial Start Date
	DD/MM/YYYY

	Expected Completion Date
	DD/MM/YYYY

	Potential Use of Restricted Goods
	(Respond Yes or No)

	Full Title of Study
	(Insert title)

	Short Description of Study 
	(Insert description of 250 to 2,000 characters)

	This Trial
	(Pick all that apply below)
☐ Involves the use of a medicine 
☐ Is comparator controlled
☐ Involves the use of a Medical Device
☐ Involves Animal Excipients
☐ Involves the use of a Biological
☐ Has relevant preceding trials
☐ Involves a Genetically Modified Organise
☐ Is a multicentre trial in Australia
☐ Involves gene therapy
☐ Is being conducted in other countries
☐ Is placebo controlled

	Trial Type
	(Pick one of the below)
☐ Phase 0
☐ Phase 1
☐ Phase 2
☐ Phase 3
☐ Phase 4
☐ Bioequivalence 

	Is this a First in Human Trial?
	(Respond Yes or No)

	Has this trial, in part or as a whole, been halted/stopped/withdrawn or rejected in another country due to safety concerns?
	(Respond Yes or No)

	Total Number of Patients to be Enrolled in Trial
	(Insert number)

	Therapeutic Area
	(Pick one of the below)
☐ Cardiovascular System
☐ Central Nervous System
☐ Ear/Nose/Throat
☐ Eye
☐ Gastrointestinal System
☐ Genitourinary System
☐ Immune System/ Inflammation
☐ Infections
☐ Multiple indications
☐ Musculoskeletal System
☐ Neoplastic Disorder
☐ Other
☐ Respiratory System
☐ Skin



Info for medicinal products and placebo
	Trade / Product / Code Name
	

	Combination
product? 
	(Yes or No)

	Type of Container
	(Vial etc)

	Dosage Form
	(Injection, tablet etc)

	Route of
Administration
	(Oral, IV etc)

	Indication
	

	Dosage
Frequency
	(Explain the dose, frequency and duration)

	Intended Use
	(Insert Standard Care Therapy or Investigational Medicinal Product etc)

	Medicine
Manufacture
in Australia

	(Yes or No)

	Manufacturer Details
	(Insert Manufacturer name)

	Formulation

	(Insert: Name, Quantity and Unit)



Info for devices
	Product Name
	

	Is this a kit
	(Medical device or In vitro diagnostic medical device (IVD)

	Classification
	(Pick one of the below)
☐ Class I
☐ Class I Measurement
☐ Class I Sterile
☐ Class IIa
☐ Class IIb
☐ Class III

	Is this device software or does it incorporate software (this may include firmware)?
	(Yes or No)

	Is it an invasive device?
	(Yes or No)

	Is it an implantable device?
	(Yes or No)

	GMDN number or code
	

	Description 
	(Insert description of 50 words or less)

	Intended Purpose for Trial
	(Pick one of the below)
☐ Ancillary product
☐ Comparator 
☐ Investigation product
☐ Standard care therapy
☐ Other

	Manufacturer Name	
	

	Manufacturer Address
	

	Please attach the Investigator's Brochure or equivalent documentation
	



Austin Health Site and PI Details
	Site Name:
	Austin Health

	Site Address Location:
	145 Studley Road Heidelberg 3084 Victoria

	Expected Site Start Date:
	

	Principal Investigator Name:
	

	Principal Investigator Contact Phone Number:
	

	Principal Investigator Contact Email:
	

	Approving Authority Site Name
	Austin Health

	Approving Authority Officers Name
	Heidi Gaulke

	Approving Authority Position Title
	Director of Operations, Discovery and Innovation Unit

	Approving Authority Contact Phone Number
	03 94964090

	Approving Authority Contact Email
	research@austin.org.au



For multi-centre studies please replicate the below table for each of the sites. 
	Site Name:
	

	Site Address Location:
	

	Expected Site Start Date:
	

	Principal Investigator Name:
	

	Principal Investigator Contact Phone Number:
	

	Principal Investigator Contact Email:
	

	Approving Authority Site Name
	

	Approving Authority Officers Name
	

	Approving Authority Position Title
	

	Approving Authority Contact Phone Number
	

	Approving Authority Contact Email
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