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	SHORT APPLICATION FORM
NEGLIGIBLE RISK RESEARCH & CLINICAL AUDIT


	A. Does the research project involve ANY of the following? (Tick all that apply)
	YES
	NO

	1. 
	The use of an investigational product (drug or device) in a clinical trial, that is     

a product without regulatory approval for use in humans 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	2. 
	The use of a product (drug or device) in a clinical trial, when the product is being used in the trial for an unapproved indication, in an unapproved age group or at an unapproved dose 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	3. 
	The use of a product (drug or device) in a clinical trial, when the product is being used in the trial to gain further information about an approved use (for example pharmacokinetic or pharmacodynamic research)
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 


	B. Does the research project involve ANY of the following? (Tick all that apply)
	YES
	NO

	1. 
	A randomised controlled trial assessing an intervention(s) (i.e. drug/device, clinical, surgical, diagnostic, public health, mental health etc) 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	2. 
	Targeted recruitment of Aboriginal people or Torres Strait Islanders
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	3. 
	Targeted recruitment of vulnerable groups e.g. children in the ICU, or those with mental illness or those who may have been involved in criminal activities.
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	4. 
	Establishment of cord blood, DNA or tissue banks
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	5. 
	Establishment of a Register or Databank
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	6. 
	Genetic testing or use of Stem Cells
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	7. 
	Research which may show unknown disabilities; disease status or risk; or have the potential for the discovery of non-paternity
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	8. 
	Any risk (or the potential for risk) of physical or psychological harm to the participant, beyond that imposed in routine clinical care
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	9. 
	Use of tissue without consent for the purpose proposed
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	 10.
	Access & use of identifiable personal or health information without participant consent. 

Please note: if it is reasonable that the participant would expect that information to be used & accessed in this way (i.e. negligible risk research where the researcher is part of the treating unit(s); clinical audit; or quality assurance activities) then this question may be answered ‘no’.
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 


	C. Does the research project involve ANY of the following? (Tick all that apply)
	YES
	NO

	1. 
	Invasive procedures in addition to those of the participants’ routine clinical care.
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	2. 
	Collection of tissue or blood products
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	3. 
	Any risk of discomfort or burden to the participant additional to routine clinical care (i.e. collection of sensitive information, approaching participants at a sensitive time or need for multiple visits or hours to participate in the research)
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	4. 
	Any significant burden to the participant beyond inconvenience.
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 


If you are unsure about how to respond to any item on the checklist, contact the Ethics Office.

Only if you answered NO to all items in checklists A, B and C above, is your project is likely to be considered Negligible Risk.
If you answered YES to any item above, follow the instructions on the Ethics Website and do not continue with this form.
1. Application Details
	Project Title
	

	HREC Reference
	(Office Use Only)

	Approval Period Required
(in months; maximum 36 months)
	

	Principal Investigator (PI)
(title and full name)
	

	PI email address
	

	PI phone number
	

	PI Department
	

	Associate Investigator/s
	

	Research Assistant/s
	

	Study Contact name 

(if not the PI)
	

	Study Contact Phone
	

	Study Contact Email
	

	Study Contact Mailing Address
	


2.  Project Protocol 
Please attach a short project protocol to this form as a separate document.

The project protocol must be at least one page long and must provide an outline of the following:

· Brief background and rationale for the project

· The aims and/or research question of the project

· The population/s under study and participant numbers

· How the records will be selected or how the study participants will be recruited (who, by whom, how, where)

· The plan of investigation and data collection
· Any foreseeable ethical issues and how they will be addressed
· A version date reflecting the last date changes were made to the document, prior to the submission of your application
3. Pre-submission Peer Review
	 FORMCHECKBOX 
 Not Applicable, please explain:

	Reviewer’s Name:
	

	Reviewer’s appointment:
	

	Reviewer’s area of expertise relevant to the review of this project:


	The reviewer’s comments must be documented in the Pre-submission (Peer) Review Proforma (or equivalent), signed and dated by the reviewer and attached to this application.

	Is documentation of the review attached?  

If No please explain:
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No    

	Have all reviewer’s comments & queries been addressed prior to submission? 
If No please explain:
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 


4. Supporting Departments and Services
	Supporting departments & services are those that are likely to contribute resources or support to the project including those responsible for any patients participating in the study. Examples of supporting departments & services include: Pharmacy, Interpreter Services, Emergency Department, Clinical Epidemiology & Biostatistics Unit (CEBU) etc. 

Please list all supporting departments & services below (add rows as necessary) or N/A  FORMCHECKBOX 



	Supporting Department/ Service Name
	Is a signed Module 1.40 from this department attached?

	
	YES  FORMCHECKBOX 

	NO*  FORMCHECKBOX 


	
	YES  FORMCHECKBOX 

	NO*  FORMCHECKBOX 


	
	YES  FORMCHECKBOX 

	NO*  FORMCHECKBOX 


	*Any NO response requires explanation:


5. Study Documents

	Please list ALL documents submitted as part of this application (add rows as necessary):

	Name of document
	Version
	Version Date
	Number of pages

	Example:      Research Protocol
	3.0
	04Jul 10
	30 pages

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	


	6. Principal Investigator Approval

	
	YES
	NO*

	1
	Is at least one RCH or MCRI staff member listed as an investigator?
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	2
	Are the necessary resources available to conduct this project?

What is the current and proposed source(s) of funding for this project?

        FORMCHECKBOX 
 RCH        FORMCHECKBOX 
 MCRI       FORMCHECKBOX 
 Other – Specify: 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	3
	Are all investigators familiar with the RCH Procedure - Investigator Responsibilities and will the project be conducted in accordance with it?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4
	Will all members of the research team have completed the online Investigators’ Responsibilities Quiz, prior to commencement of their involvement in the study?
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	5
	Have you attached all material intended for participants, including advertisements, questionnaires, surveys, study pamphlets, letters?
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

	6
	Have you attached a complete research protocol (see section 2 of this form)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7
	Do all the attached documents have version dates and page numbers?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8
	Under which brand will this research be conducted and published?   (Tick all that apply)     

        FORMCHECKBOX 
 RCH        FORMCHECKBOX 
 MCRI        FORMCHECKBOX 
 Other – Specify:

	*Any NO response requires comment:


	I undertake that the contents of this application are complete and correct and that I have answered NO to all items on the risk assessment checklists (A, B and C).

	Signature:
	
	Date:
	


7. Line Manager Approval
A line manager should be the person to whom the principal investigator usually reports. 

Further information is available on the Ethics Website.
	Line Manager’s Name:
	

	Email address:
	


	
	AGREE

	1
	I provide assurances that the documented pre-submission (peer) review of this project has been conducted by a person with appropriate expertise.
	 FORMCHECKBOX 


 FILLIN   \* MERGEFORMAT 

 FILLIN   \* MERGEFORMAT 

	2
	I undertake that I will be a contact point for the escalation of any issues that cannot be resolved with the Principal Investigator, and will oversee the appropriate resolution of the issues, such as audit findings, HREC concerns and complaints.
	 FORMCHECKBOX 


	3
	I provide assurances that the resources, from the department/division/theme for which I am responsible, that are required to undertake this project are available.
	 FORMCHECKBOX 


	Signature:
	
	Date:
	


8. Executive Director/Theme Director Approval (Leave blank if this person has signed above)
	Division/Theme:
	

	Director Name:
	

	Email address:
	

	Signature:
	
	Date:
	


9. Research Director (or delegate) Approval 
	(OFFICE USE ONLY) Comments:


	Signature:
	
	Date:
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