[image: ]Clinical Trial Notification (CTN) form

PLEASE FILL IN THE BELOW IF YOU REQUIRE A CTN TO BE SUBMITTED OR AMENDED. 
	Protocol Number
	[Insert protocol number. If you don’t have one, use the short title]

	Expected Trial Start Date
	DD/MM/YYYY

	Expected Completion Date
	DD/MM/YYYY

	Potential Use of Restricted Goods
	☐ Yes
☐ No

	Full Title of Study
	

	Short Description of Study 
	[Limit 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 Organism
☐ Is a multicentre trial in Australia
☐ Involves gene therapy
☐ Is being conducted in other countries
☐ Is placebo controlled

	Trial Type
	Choose an item. 

	Is this a First in Human Trial?
	☐ Yes
☐ No

	Has this trial, in part or as a whole, been halted/stopped/withdrawn or rejected in another country due to safety concerns?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

	Total Number of Patients to be Enrolled in Trial
	[numeric value or range (i.e., 10-50)]

	Therapeutic Area
	Choose an item.





INFO FOR MEDICINAL PRODUCTSProduct comprised of two or more active ingredients. Each active ingredient to be entered under 'Formulation' section.

If only one active ingredient is used then ‘no’ should be selected under ‘Is this a combination product’, if two or more active ingredients are used then ‘yes’ should be entered under ‘Is this a combination product’.

	Trade / Product / Code Name
	

	Is this a combination product? 

	☐ Yes
☐ No

	Is this a cannabis product?
	☐ Yes
☐ No

	Type of Container
	Choose an item.

	Dosage Form
	Choose an item.

	Route of Administration
	Choose an item.

	Formulation
	Ingredient Name
	

	
	Quantity
	[numeric value]

	
	Unit
	Choose an item.
	Indication
	

	Dosage and Frequency
	[The dosage regimen is the number of doses per given time period, the time that elapses between doses or the quantity of a medicine that is given at each specific time of dosing.    
Example: Two tablets administered up to 4 times a day, as required]

	Intended Use


	Choose an item.
	Medicine Manufacture in AustraliaFor more info on the definition of each option, see annex 13 of the PIC/S Guide to Good Manufacturing Practice for Medicinal Products - Annexes.

	☐ Yes
☐ No

	GMP licence/clearance number or relevant exemptionFor more information on manufacturing licences & certification, see the TGA website.



	[Provide either the TGA issued GMP Licence, the GMP certification (overseas manufacturers), or relevant exemption]

	Manufacturer Details
	Manufacturer Name
	

	
	Manufacturer Address
	


NOTE: Please provide a copy of the Investigator’s Brochure (IB) or equivalent documentation.

INFO FOR DEVICESFor more info on the definition of each option, see annex 13 of the PIC/S Guide to Good Manufacturing Practice for Medicinal Products - Annexes.
A device that is intended by the manufacturer to be, by surgical intervention:
· wholly introduced into the body of a human being and to remain in place after the procedure;
· wholly introduced into an epithelial surface, or the surface of an eye, of a human being, and to remain in place after the procedure;
· partially introduced into the body of a human being, and to remain in place for at least 30 days after the procedure.
A device which penetrates inside the body, either through a body orifice or through the body surface.

You are encouraged to submit the IB at the time of the CTN, especially for first in human clinical trials where the medical device is invasive or implantable. This will reduce the requirement for further requests.

	Product Name
	

	Is this a:
	Choose an item.
	Classification
	Choose an item.

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

	Is it an invasive device?





	☐ Yes
☐ No

	Is it an implantable device?






	☐ Yes
☐ No

	GMDN number or code
	

	Description 
	[Insert description of 50 words or less, including details of design, characteristics, components, specification, materials, method of use, and anatomical site of use. In the same field, please also include the intended purpose of the device]

	Intended Purpose for Trial


	Choose an item.

	Manufacturer Details
	Manufacturer Name
	

	
	Manufacturer Address
	


NOTE: Please provide a copy of the Investigator’s Brochure (IB) or equivalent documentation.


INFO FOR BIOLOGICALFor more information on manufacturing licences & certification, see the TGA website.
For more info on the definition of each option, see annex 13 of the PIC/S Guide to Good Manufacturing Practice for Medicinal Products - Annexes.
Product comprised of two or more active ingredients. Each active ingredient to be entered under 'Formulation' section.

If only one active ingredient is used then ‘no’ should be selected under ‘Is this a combination product’, if two or more active ingredients are used then ‘yes’ should be entered under ‘Is this a combination product’.

	Trade / Product / Code Name
	

	Is this a combination product? 

	☐ Yes
☐ No

	Product Description
	

	Class of Biological
	Choose an item.
	Type of Container
	Choose an item.

	Dosage Form
	Choose an item.

	Route of Administration
	Choose an item.

	Formulation
	Ingredient Name
	

	
	Quantity
	[numeric value]

	
	Unit
	Choose an item.
	
	Country of Origin
	

	Indication
	

	Dosage and Frequency
	[The dosage regimen is the number of doses per given time period, the time that elapses between doses or the quantity of a biological that is given at each specific time of dosing.
Example: 5 000 000 cells administered once on day one of a 21-day cycle]

	Intended Use


	Choose an item.
	Biological Manufacture in Australia
	☐ Yes
☐ No

	Manufacturer Details
	Manufacturer Name
	

	
	Manufacturer Address
	

	GMP licence/clearance number or relevant exemption


	[Provide either the TGA issued GMP Licence, the GMP certification (overseas manufacturers), or relevant exemption]


NOTE: Please provide a copy of the Investigator’s Brochure (IB) or equivalent documentation.
INFO FOR PLACEBO
	Product Name
	

	Route of Administration
	Choose an item.

	Description (including dosage form)
	




ONLY COMPLETE THE BELOW IF RELEVANT TO YOUR STUDY
Details of Genetically Modified Organism (GMO) 
	



Details of Gene Therapy
	



This trial is being conducted in the following Countries
	






AUSTIN HEALTH SITE DETAILS
	Site Details

	Site Name
	[Austin Hospital, Heidelberg Repatriation Hospital, Royal Talbot Rehabilitation Centre, OR BAROC]

	Site Physical Location
	[Insert address of specific site. If multiple Austin Health sites, please create a separate table for each site]

	Expected Site Start Date
	DD/MM/YYYY

	Principal Investigator Details

	Name
	

	Contact Phone
	

	Contact Email
	[Use PI’s Austin Health email address]

	Human Research Ethics Committee (HREC) Details

	HREC Name and Code
	Austin Health Human Research Ethics Committee [R] [C] (EC00204)

	HREC Contact Officer
	Heidi Gaulke

	Position
	Director Operations, Discovery and Innovation Unit

	Contact Phone
	03 9496 4090

	Contact Email
	research@austin.org.au

	Approving Authority Details

	Name of Approving Authority
	Austin Health

	Approving Authority Contact Officer
	Heidi Gaulke

	Position
	Director Operations, Discovery and Innovation Unit

	Contact Phone
	03 9496 4090

	Contact Email
	research@austin.org.au




FOR MULTI-CENTRE STUDIES, REPLICATE THE BELOW TABLE FOR EACH SITE. 
	Site Details

	Site Name
	

	Site Physical Location
	

	Expected Site Start Date
	DD/MM/YYYY

	Principal Investigator Details

	Name
	

	Contact Phone
	

	Contact Email
	

	Human Research Ethics Committee (HREC) Details

	HREC Name and Code
	Austin Health Human Research Ethics Committee [R] [C] (EC00204)

	HREC Contact Officer
	Heidi Gaulke

	Position
	Director Operations, Discovery and Innovation Unit

	Contact Phone
	03 9496 4090

	Contact Email
	research@austin.org.au

	Approving Authority Details*

	Name of Approving Authority
	

	Approving Authority Contact Officer
	

	Position
	

	Contact Phone
	

	Contact Email
	


*Query RGO of each site for their Approving Authority Details
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