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ECU Clinical Trial Sponsor Request and CTN
Use this form to request that ECU act as sponsor (as described in GCP Section 5) for your clinical trial.  Approval to act as sponsor is dependent on an ECU Governance & Risk review.  The Research Integrity Team at ECU will coordinate this review and will then submit a Clinical Trial Notification (CTN) to the Therapeutic Goods Administration (TGA) on your behalf using the information in this form. 
The following questions are those required by the TGA when submitting a Notification of Clinical Trial.  
Please submit this form to researchgovernance@ecu.edu.au when complete. 
Note: The TGA requires notification and fee payment before the trial can commence working with patients.
	Name of Trial: 
	


Contact Details
	Name 

	
Who should ECU and TGA contact with any inquiries about this trial?

	Your Email:
	

	Your phone:
	+618 



Funding and billing 
	Funding Source

	

	Grant Reference number
	

	Funds Administrator: 
	

	Address for billing:

	 



Trial Details
	Protocol Number: 
	

	Trial Start Date: 
	

	Completion Date: 
	

	Restricted goods:  
	Yes -  if trial involves the use of substance that requires permission to import under the Customs (Prohibited Imports) Regulations, otherwise No

	Trial Type: 
	[ ] Medicine or Biological
[ ] Medical Device
[ ] Bioavailability or Bioequivalence

	Description 
(if necessary): 
	

Optional.  e.g. information relating to the stage of development of a device.



	This Trial Involves:
	[ ] Animal excipients
[ ] Is being conducted in other countries
[ ] Use of a Medicine
[ ] Involves the use of a Biological
[ ] A Therapeutic Device
[ ] Involves the use of a Medical Device
	[ ] Placebo controlled
[ ] Comparator controlled
[ ] Involves a GM organism
[ ] Involves gene therapy
[ ] Is a multicentre trial
[ ] Has relevant preceding trials

	
	Indicate all that apply by entering asterisks [*]



	Total Number of 
Patients
	
How many participants to be enrolled, including trial and control groups?



	Details of Genetically 
Modified Organisms 
	
If applicable

	Medicine/Biological
	
Enter the GMO product as either a medicine or biological (as applicable)



	Details of Gene Therapy
	
If applicable.



	Therapeutic Area: 
	[ ] Cardiovascular System
[ ] Central Nervous System
[ ] Ear / Nose / Throat
[ ] Eye
[ ] Gastrointestinal System
[ ] Infections

	[ ] Immune System / Inflammation 
[ ] Musculoskeletal System
[ ] Neoplastic Disorder
[ ] Other
[ ] Respiratory System
[ ] Skin


	
	Indicate all that apply by entering asterisks [*]




This section is for trial Devices, next section for Drugs
	Trade/product/code:
	
 (including trade name if applicable)

	This is a:
	[ ] Medical Device
[ ] In Vitro Diagnostic Medical Device (IVD)

	Classification:
	

	Manufacturer:
	
Name, address and/or GMP licence number (or relevant exemption)
	Australian manufacturer? 
Yes/No

	What sort of combination is this product?
	
(e.g. Single device, System, Procedure pack, or Software)

	Description
	
Details of design, characteristics, composition, specification, method of use, mode of action and application.

	GMDN 
(name or code):
	
(Global Medical Device Nomenclature (GMDN) – if known)

	Trial use of this device:
	
Comparator, investigational product, standard care therapy, or, other (describe)

	
	


Device Details (investigational and comparators, one table for each)

[Copy this section for each additional product and for any comparators]
Trial Medicine Details (investigational and comparators, including biologicals one page/table for each)
	Name of medicine
	 
(Trade, Product and/or Code Name)

	Is this a combination product?
	 
 (comprised of two (or more) active ingredients) Yes or No  .

	Is this a cannabis product?
	Y/N

	Is the cannabis plant used in the manufacture of the product?
	

	Type of container
	 
e.g.  ampoule, syringe, vial, sachet, strip pack, blister pack, wrapper, vessel, bottle, tube

	Dosage Form:
	
The pharmaceutical form in which a product is presented for therapeutic administration, e.g. tablet, cream (see TGA approved terminology for medicines)

	Administration Route
	
(e.g. Inhalation, oral, topical)

	Indication
	
Specific therapeutic use 

	Dosage and frequency
	
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

	Intended use:
	
Investigational product, Comparator, or Standard Care.

	Manufacturer:
	
Name, address and/or GMP licence number (or relevant exemption)
	Australian manufacturer? 

Yes/No

	Formulation / ingredient(s):
(repeat as needed)
	Ingredient name: 	
Quantity: 	
Units: 	(e.g. milligrams per litre)

	
	Ingredient name:      
Quantity: 	
Units:      


 [Copy this page/section for each additional medicine, and for any comparators]
Placebo Details (if any)
	Product name:
	

	Route of Administration:
	
e.g. oral

	Description:
	



Animal Excipients (if relevant)
	Product Name
	

	Species of Origin
	
e.g. Mouse, Rabbit, Sheep, ...

	Tissue
	
e.g. blood, bone, liver, ...

	Preparation
	
e.g. live, killed, attenuated, extract, ...

	Country of Origin
	


[Copy this section for each additional animal excipient]


Site Details (copy this table for each site involved in the trial)
	Name of site:
	

	Site Physical Location (including State):
	
(full address including state)

	Expected Site Start Date:
	

	
	

	Principal Investigator 
(PI) Name at site:
	

	PI Contact Phone: 
	

	PI Contact Email:
	

	
	

	Human Research Ethics Committee (HREC) Name:
	

	HREC Registration Code (if known):
	


	HREC Officer name:
	

	HREC Officer Position:
	

	HREC Officer Phone:
	

	HREC Officer Email:
	

	
	

	Site approving authority 
	 
Organisation or institution that is responsible for approving the conduct of the trial at the particular trial site

	Site approver person:
	

	Site approver position:
	

	Site approver phone:
	

	Site approver Email:
	



 [Copy this section for each additional site]


	Send this MS-Word file by email (do not print & scan) to: ECU Research Governance, researchgovernance@ecu.edu.au to request a risk review and to register it into the TGA's Clinical Trials Notification (CTN) online system.  
The office will work with you through the review and send a PDF copy of the submitted CTN and the TGA invoice. (TGA no longer issues acknowledgements by postal mail). TGA requires notification and fee payment before the trial can commence working with patients.  Payment is the responsibility of the research team.
Attach the following documents (files, not scans) for the ECU governance and risk review:
· Application for ethics review and approval letter from HREC.
· Copy of the final HREC approved protocol.
· Information and consent documents approved by the ethics review.
· Clinical Trial administration documents described in Sections 7 and 8 of Integrated Addendum To Ich E6(R1): Guideline For Good Clinical Practice, e.g.
· Investigator's Brochure (GCP Section 7);
· Various documents in GCP Section 8.2.
When ECU is the Clinical Trial Sponsor, a Clinical Trials Research Agreement (CTRA) may be required. Please contact the ECU Research Contracts and Funding Team to discuss this requirement. 



ECU Research Integrity Office Use Only – Governance Checklist
☐	Documents complete?  No, request missing documents.
☐	Request review from Director RS
☐	Request review from ADR
☐	Risk level acceptable?  No → Advise project team of need to find alternative sponsor
☐	Risk level unclear?  Yes → Request assessment from Risk & Legal
☐	Risk level acceptable?  Yes, proceed below:
☐	Advise project team ECU is willing to act as Clinical Trial Sponsor
☐	Insurance coverage confirmation? 
☐	Create Draft CTN on TGA website, verify accuracy with project team
☐	Submit CTN on TGA website
☐	Wait for TGA Invoice, send to project team
☐	Wait for TGA Acknowledgement, send to project team
☐	File correspondence in TRIM file for project
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