INFORMATION REQUIRED FOR MCTC TO SUBMIT A CLINICAL TRIAL NOTIFICATION
In Australia, the TGA registers approved therapeutic goods (including medicines and devices) – these are listed on its publicly-accessible ARTG alongside information on the approved uses (i.e. indications, population, dose regime).

The TGA provides two schemes under which researchers can access medicines/devices that are deemed “unapproved”. “Unapproved” includes those not listed on the TGA’s ARTG but also those that are listed but which will be used outside the registered indication (e.g. the trial will involve a different population, different indication, different dose or dosing regime).
The Clinical Trial Notification (CTN) scheme is the more commonly-used scheme. For MCRI investigator-initiated trials conducted under the CTN scheme, the MCRI COO has delegated authority to submit notifications to the TGA to MCTC. 

At the same time as preparing your submission for ethical approval, please complete and return this form to MCTC. MCTC will submit the notification once you have received HREC approval and governance authorisation for each site listed on the notification. If there are likely to be delays in obtaining authorisation for any participating sites, we suggest leaving them off this notification and including them in a subsequent notification (note that this will generate an additional fee). 
The TGA charges $380 (at 1 July 2020) for the initial as well as any subsequent notifications. The invoice will be addressed to MCRI and therefore must be paid from an MCRI cost centre. 

PRINCIPAL INVESTIGATOR  

	Name
	

	Phone Number
	

	Email
	


CONTACT PERSON  

	Contact’s name
	This is the person the TGA will correspond with – often the trial coordinator

	Contact's Phone Number
	10 digits – no spaces 

	Contact's Email
	Tip: when you enter and confirm email addresses, type these in rather than copying and pasting (sometimes the system will reject pasted addresses when you validate the form)


TRIAL DATES

	Expected Start Date for the trial 


	Enter the trial start date in Australia – if it has already started at another site put that (approx.) date. 

If your trial doesn’t involve any other sites the date will be the same as the expected start date for this site). 

	Expected Start Date for this site (if this is a multi-site study)
	Enter the expected trial start date for this site – the date must be in the future and needs to be at least a week from the date of submitting the notification (MCTC staff will check this date before submitting). 

	Expected Completion Date for this trial 
	


TRIAL DETAILS

	Protocol Number 
	if you do not have a protocol number use the HREC number



	Title of Study (full)
	

	Potential use of restricted goods 
	Does the trial involve the use of a medicine, the importation of which is prohibited under the Customs (Prohibited Imports) regulations 1956? 

	Trial Type – select one:

· Phase 1

· Phase 2 

· Phase 3

· Phase 4  

· Bioavailability/ bioequivalence 

· Device
	Contact MCTC if you are not sure 

	Trial Type Description (1 sentence) 
	Keep simple – no more than one sentence 



	Number of patients to be enrolled 
	

	All sites (total)
	

	This  site 
	

	Countries where the trial will be conducted– please list
	


WHAT THERAPEUTIC INDICATION IS THE TRIAL IN (select one only):

	Cardiovascular
	
	Musculoskeletal system 
	

	CNS
	
	Neoplasms
	

	ENT
	
	Respiratory
	

	Gastrointestinal 
	
	Skin
	

	Genitourinary 
	
	Other
	

	Immune system / Inflammation
	
	Multiple indications
	

	Infections
	
	
	


DOES THE TRIAL INVOLVE ANY OF THE FOLLOWING (insert YES for all that apply)

Select any check boxes that are relevant for your trial (i.e. select ALL that apply to your trial).  For those items marked with an asterix, a new sub-section will be added to the bottom of the Trial Details page for you to complete. 

	Involves animal excipients*
	

	Involves the use of a medicine*
	

	Involves the use of a therapeutic device*#
	

	Is placebo controlled*
	

	Involves a Genetically Modified Organism
	

	Is a multi-centre trial
	

	Is being conducted in other countries (include a list of all countries)
	

	Involves the use of a biological*
	A biological is made from (or contains) human cells or human tissues. See definition here 

	Involves the use of a medical device*#
	

	Is comparator controlled
	

	Involves gene therapy
	

	Has relevant preceding trials - provide full trial name as entered on that trial’s CTN 


	Applicable only to relevant trials where a Clinical Trial Notification was submitted to the TGA. If you select this item, please email MCTC the titles of these trials.


# Medical versus therapeutic device

We suggest that, for device trials conducted at MCRI, “medical device” should be selected on the CTN where a CTN is required unless the following is relevant (in which case therapeutic device should be selected): “Regulatory guidance on other therapeutic devices that are listed or registered is not included. The Australian Medical Device Requirements Under the Therapeutic Goods Act 1989 (version 4), or DR4, available on the TGA website, provides guidance for these products. Therapeutic devices include tampons, 
surface disinfectants and devices incorporating human materials 

 “Australian regulatory guidelines for medical devices (ARGMD)”, Version 1.1, May 2011, found here. 

A link to DR4 can be found here.  

MEDICINES

You will need to provide the following information on each medication to be used in the trial.
· Check the TGA’s Australian Register of Therapeutic Goods (ARTG) https://www.ebs.tga.gov.au/ for this information if you do not know it

Very important: 

· Each medicine must be added separately

· Each different strength of a medicine must be entered separately  

· Each ingredient of a medicine must be entered separately  

Medicine 1

	TRADE / GENERIC NAME
	Enter the trade (brand) name of the medicine or its generic name.

If using multiple brands of the same generic medicine, insert only the generic. 

List the generic name as follows.

- Enter the active ingredient followed by the word ‘generic’ e.g. “paracetamol – generic” 


	IS THIS A COMBINATION PRODUCT? 


	Does the medicine comprise 2 or more active ingredients?

	PRESENTATION 

Indicate how the medicine is presented 
	Enter the type of packaging (e.g. ampoule, syringe, blister pack, bottle)

	DOSAGE FORM


	e.g. tablet, capsule, injection – IV infusion

	ROUTE OF ADMINISTRATION

e.g. Oral
	

	FORMULATION – MAIN INGREDIENT(S)
	VERY IMPORTANT - If more than one ingredient you must list each ingredient separately

Active and inactive ingredients may be listed but only ACTIVE Ingredients must be listed

	                                  - Main ingredient
	

	 - Quantity
	e.g. 250

	                                                                - Unit
	e.g. mg

	DOSAGE & FREQUENCY
	How will the medicine be used in this trial (Dosage, frequency)

	INTENDED PURPOSE IN THIS TRIAL (select one)

· Investigational medicine

· Comparator 

· Standard of care therapy
	

	INDICATION

(Specific therapeutic use(s) of the goods in this clinical trial)
	What is the therapeutic reason for the product’s use in this trial? 

	MANUFACTURED IN AUSTRALIA?
	Yes / No

	MANUFACTURER DETAILS

(NAME & ADDRESS OR GMP license no.)
	


Medicine 2 
If you need to list more than 2 medicine copy and paste this table

	TRADE / GENERIC NAME
	Enter the trade (brand) name of the medicine or its generic name.

If using multiple brands of the same generic medicine, insert only the generic. 

List the generic name as follows.

- Enter the active ingredient followed by the word ‘generic’ e.g. “paracetamol – generic” 



	IS THIS A COMBINATION PRODUCT? 


	Does the medicine comprise 2 or more active ingredients?

	PRESENTATION 

Indicate how the medicine is presented 
	Enter the type of packaging (e.g. ampoule, syringe, blister pack, bottle)

	DOSAGE FORM


	e.g. tablet, capsule, injection – IV infusion

	ROUTE OF ADMINISTRATION

e.g. Oral
	

	FORMULATION – MAIN INGREDIENT(S)
	VERY IMPORTANT - If more than one ingredient you must list each ingredient separately

Active and inactive ingredients may be listed but only ACTIVE Ingredients must be listed

	                                  - Main ingredient
	

	 - Quantity
	e.g. 250

	                                                                - Unit
	e.g. mg

	DOSAGE & FREQUENCY
	How will the medicine be used in this trial (Dosage, frequency)

	INTENDED PURPOSE IN THIS TRIAL (select one)

· Investigational medicine

· Comparator 

· Standard of care therapy
	

	INDICATION

(Specific therapeutic use(s) of the goods in this clinical trial)
	What is the therapeutic reason for the product’s use in this trial? 

	MANUFACTURED IN AUSTRALIA?
	Yes / No

	MANUFACTURER DETAILS

(NAME & ADDRESS OR GMP license no.)
	


PLACEBO

Provide:

	MEDICINES 
	

	Product name 
	

	Description 
	

	Dosage form
	

	Presentation 
	

	Route of administration 
	

	DEVICES
	

	Description 
	


BIOLOGICAL

Provide:

	TRADE NAME
	

	IS THIS A COMBINATION PRODUCT? 


	(a medicine comprised of two (or more) active ingredients)

	PRESENTATION 


	Indicate how the medicine is presented (e.g. form, volume and packaging)

	DOSAGE FORM e.g. injection – IV infusion
	

	ROUTE OF ADMINISTRATION e.g. intravenous
	

	FORMULATION                         - Main ingredient
	(For >1 main ingredient insert additional rows)

	                                                                - Quantity
	e.g. 250

	                                                                - Unit
	e.g. mg

	COUNTRY OF ORIGIN
	

	DESCRIPTION:

Include any information not already covered above 
	


DEVICE

Provide:

	PRODUCT NAME
	

	DEVICE TYPE – is this a (select one):

· single device

· system

· procedure pack

· software 
	

	MANUFACTURER DETAILS

(NAME & ADDRESS)
	

	GLOBAL MEDICAL DEVICE NOMENCLATURE (GMDN)

(TERM & CODE)


	e.g. GMDN Term: Pacemaker, Cardiac, implantable

GMDN code: 1291
Refer to following link for further information: https://www.tga.gov.au/global-medical-device-nomenclature-gmdn

	DESCRIPTION


	

	INTENDED PURPOSE IN THIS TRIAL (select one)

· Investigational product

· Comparator 

· Standard of care therapy

· Other – provide a description 
	


ANIMAL EXCIPIENT 

Provide:

	PRODUCT NAME
	

	SPECIES OF ORIGIN
	

	TISSUE 
	

	PREPARATION 
	

	COUNTRY OF ORIGIN
	


SITE DETAILS

You will need to provide the following information for each site listed on this CTN – if you are listing more than 1 site you need to copy and paste this table (in this case you only need to enter HREC details if a different HREC has approved the trial at that site). 

	SITE NAME
	For this campus:

Melbourne Children’s 

	SITE ADDRESS 
	Must be a physical location, not a post box. 

	STATE/TERRITORY
	

	EXPECTED SITE START DATE
	Enter the expected trial start date for this site – the date must be in the future and needs to be at least a week from the date of submitting the notification (MCTC staff will check this date before submitting).

	PRINCIPAL INVESTIGATOR NAME
	

	PRINCIPAL INVESTIGATOR CONTACT PHONE 
	

	PRINCIPAL INVESTIGATOR CONTACT EMAIL
	

	HUMAN RESEARCH ETHICS COMMITTEE (HREC) DETAILS 
	If you are submitting to RCH HREC you will find the information in italics below.

For other HRECs you can obtain this information from your HREC approval letter - except for HREC code which you can obtain at https://www.nhmrc.gov.au/health-ethics/human-research-ethics-committees-hrecs  

	HUMAN RESEARCH ETHICS COMMITTEE (HREC) NAME
	The Royal Children's Hospital HREC 



	HREC CODE
	EC00238

	HREC CONTACT OFFICER
	Prof Agnes Bankier

	POSITION
	Chair

	CONTACT PHONE NUMBER
	0393455044

	CONTACT EMAIL
	rch.ethics@rch.org.au

	NAME OF APPROVING AUTHORITY AT THE INSTITUTION (i.e. Governance) 
	For this campus:

Melbourne Children’, Flemington Rd, Parkville 3050

 

	APPROVING AUTHORITY CONTACT OFFICER
	Dr Nitya Phillipson / Alexandra Robertson 

	APPROVING AUTHORITY CONTACT OFFICER POSITION
	Director, Research Ethics and Governance

	APPROVING AUTHORITY CONTACT OFFICER PHONE NUMBER
	0393455044

	APPROVING AUTHORITY CONTACT OFFICER EMAIL
	rch.ethics@rch.org.au
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