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LOW & NEGLIGIBLE RISK (LNR) 

RESEARCH APPLICATION FORM


	Full project title:


	

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

	1. 
	The use of a drug or device that is not registered with the Therapeutic Goods Administration (TGA)
	

 FILLIN   \* MERGEFORMAT 
	

 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 
	

 FILLIN   \* MERGEFORMAT 
	

 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)
	

 FILLIN   \* MERGEFORMAT 
	

 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.
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	2. 
	Targeted recruitment of Aboriginal people or Torres Strait Islanders
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

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

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	4. 
	Establishment of cord blood, DNA or tissue banks 
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	5. 
	Establishment of a Register or Databank 
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	6. 
	Genetic testing or use of Stem Cells
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

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

 FILLIN   \* MERGEFORMAT 
	

 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
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	9. 
	Use of tissue without consent for the purpose proposed
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

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

Note: if it is reasonable that the participant would expect that information to be used & accessed in this way (i.e. where the researcher is part of the treating unit) then you may answer ‘no’.
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	11.
	Exposure to ionizing radiation additional to standard care 
Note: If the study involves ionizing radiation please refer to Ionizing Radiation before responding.
	
	

	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.
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	2. 
	Collection of tissue or blood products
	

 FILLIN   \* MERGEFORMAT 
	

 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)
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 

	4. 
	Any significant burden to the participant beyond inconvenience.
	

 FILLIN   \* MERGEFORMAT 
	

 FILLIN   \* MERGEFORMAT 


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

If you answered YES to any item in section A or B above, follow the instructions on the Research Ethics & Governance Website and do not continue with this form.

	INSTRUCTIONS (use of this form)

	This form is to be used only for projects suitable for Low & Negligible Risk (LNR) Research. 

Please refer to the Research Ethics & Governance website for guidelines, templates etc.

Research Ethics & Governance may be contacted on (03) 9345 5044 or via email rch.ethics@rch.org.au if assistance is required.

	Submitting your application:

Before submitting please check that you have included copies of all required supplementary documentation in both the electronic and hard copy submissions e.g. Project Protocol, Participant Information & Consent Form, Budget, Pamphlets, questionnaires and all required authorisation signatures.  Please submit:

1. One complete, signed original application to: Research Ethics & Governance , Zone K, Level 2 East, The Royal Children’s Hospital, 50 Flemington Road, Parkville Vic 3052
2. One complete, electronic copy to: rch.ethics@rch.org.au 


	Section 1: Administration

	1.1  Application date
	(dd/mm/yyyy)

	1.2  Full project title
	

	1.3  Lay project title
(as per Information Statement)
	

	1.4  Type of project
	   Public Health                                 
   Laboratory                                     
   Clinical Research                          
   Survey 
   Other; please specify:                      

	1.5 List all sites at which this research project will be undertaken
	

	1.6  Anticipated start and finish dates for the research project  

	Start date
	(dd/mm/yyyy)

	Finish date
	(dd/mm/yyyy)

	Duration
	(Months):

	1.7  Pre-submission Peer Review

	 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:
	 Yes  No    

	Have all reviewer’s comments & queries been addressed prior to submission? (Researchers may wish to attach a covering letter dealing with the queries)
If No please explain:
	 Yes  No 


	Section 2: Investigators

	 Instructions:

· Please note at least one Campus staff member must be listed as an Investigator. 

· Please complete the affiliations of EACH member of the study team. 
· *The Principal Investigator must be a person who can take full responsibility for the study and is a Campus employee (unless the study is being conducted elsewhere and RCH HREC is providing review only).

· The RCH HREC need only be notified of investigators conducting (or working on) the project at this site. 
· If there are non-campus employees involved (i.e. external collaborators or students) please include a copy of their CV. 
· Please do not leave rows blank, for no affiliation use N/A.
· Copy and paste extra tables for all Associate Investigators and Research Assistants 

	2.1 Investigator Details:


Principal Investigator*

	Title
	

	First Name
	

	Surname
	

	Email
	

	Phone (BH)
	

	Mobile
	

	RCH Department
	

	MCRI Group
	

	University of Melbourne Dept.
	 Department of Paediatrics     
 Other, please specify:

	Other affiliation
	


Associate Investigator(s)

	Title
	

	First Name
	

	Surname
	

	Email
	

	Phone (BH)
	

	Mobile
	

	RCH Department
	

	MCRI Group
	

	University of Melbourne Dept.
	 Department of Paediatrics     
 Other, please specify:

	Other affiliation
	


Research Assistant (s)
	Title
	

	First Name
	

	Surname
	

	Email
	

	Phone (BH)
	

	Mobile
	

	RCH Department
	

	MCRI Group
	

	University of Melbourne Dept.
	 Department of Paediatrics     
 Other, please specify:

	Other affiliation
	


Study Contact (if not the Principal Investigator)
	Title
	

	First Name
	

	Surname
	

	Email
	

	Phone (BH)
	

	Mobile
	


	2.2 Do any of the researchers have a conflict of interest likely to arise in relation to this research (including but not limited to financial interests in this research or its outcomes)?
Note: please disclose any actual or potential conflicts of interest. 


	 Yes*
 No

	*If yes, please provide details of the conflict of interest and how this will be dealt with:


	Section 3: Project details

	3.1 Is a Research Protocol (with version & date) addressing the items below attached?
Note: HREC approval will only be granted to studies with an adequate protocol
	 Yes
 No

	The Protocol is to include the following :

· Brief background and rationale for the project

· Aims and/or research question of the project
· Inclusion and exclusion criteria

· Participant groups e.g. RCH patients, participants from other organisations (i.e. schools) or the community
· Recruitment including identification, approach of all participants i.e. who, when, how and by whom

· Consent process of all participants i.e. when, how and by whom
· Collection, use, storage, and disposal of samples and/or data

· Confidentiality and privacy of samples and/or data

· Clarification as to whether the researchers have rightful access (i.e. clinical access) to required records, samples and data
· Risks & Benefits 

· Statistical considerations

· Foreseeable ethical issues (and how they will be addressed)
· Dissemination and reporting of study results
Note: Inadequate Protocols will not be forwarded for HREC review 

	3.2 Participants – Total recruitment target for the study 
Note: Must be expressed as a specific number, a range or as the maximum number required/targeted.
	 

	3.3 Participants – RCH recruitment target for the study 
Note: Must be expressed as a specific number, a range or as the maximum number required/ targeted.
	 

	3.4 Does the project involve access to data from a database/     databank/medical records?
	 Yes; provide name:

 No


	3.5 Do the researchers have ‘rightful access’ (i.e. clinical access) to the database/databank/medical records? 
	 Yes
 No


	3.6 Does the project involve access to tissue from an established tissue bank?
	 Yes; provide name:

 No

	3.7 Has consent been given by the tissue bank custodian to access tissue bank samples?
If no, please clarify.
	 Yes; provide name:

 No

	3.8 Is the proposed use of the tissue samples covered by the original participant consent?

If yes, please forward a copy of the Information & Consent Form for the tissue bank or, if unavailable, provide details of the consent obtained when samples were collected.
	 Yes

 No


	Section 4: Governance


	4.1 Has this application been, or will it be, submitted to other ethical review bodies in Australia or overseas?
	 Yes; provide names below in each category

 No

	 Approved by (attach a copy of the approval):
	

	 Submission(s) pending at:   
	

	 Not yet submitted to:
	


	4.2 (a) Is a written research agreement, signed by all relevant parties, attached?
Note: Collaborative research involving two or more institutions/parties requires a written agreement to be in place before the research commences.
	 Yes
 No 

 Not Applicable (single site)

	4.2 (b) If No, please give an explanation:


	4.3 (a) 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. 

If applicable: Please list all supporting departments & services below (add rows as necessary) 

	Supporting Department/ Service Name
	Is a signed Supporting Department Declaration form attached?

	
	YES 
	NO* 

	
	YES 
	NO* 

	
	YES 
	NO* 

	4.3 (b) *Any NO response requires explanation:

	4.4 Is the necessary funding and resources available to conduct this project?   
	 Yes
 No 

	4.5 What is the current and proposed source(s) of funding for this project? List all sources of funding e.g. grants, department funds (that will be or may be accessed to cover costs) 
Note: A response of N/A or None is not acceptable.
	 RCH

 MCRI  

 Other (specify):   

	4.6 List all cost centres from which money will be drawn 
Please indicate if the cost centre is RCH or MCRI e.g. P1234 (RCH)
	

	4.7 List all cost centres into which external money will be going into Please indicate if the cost centre is RCH or MCRI e.g. P1234 (RCH)
	

	4.8 (a) Will the project be supported in other ways? e.g. In-kind support/equipment by an external party
	 Yes*
 No

	(b) *If ‘yes’ please provide details:

	4.9 Under which brand will this research be conducted and published?   (tick all that apply)
	 RCH   
 MCRI     
 Other (specify):

	4.10 (a) Is a detailed budget attached to this application? (Including relevant salaries and other costs.)   
	 Yes
 No*   

	(b) *If ‘no’ please clarify:

	4.11 (a) Is this a study where capitation payments are to be made?
	 Yes
 No

	(b) *If yes, will participants be made aware of these payments to clinicians or researchers/investigators?
	 Yes*
 No

	 (c) *If yes, please provide details:

	4.12 (a) Will there be payments over and above the direct costs of this project? e.g. conference and travel, recruitment incentives, equipment                
	 Yes*
 No

	 (b) *If yes, please provide details:

	4.13 (a) Is it anticipated that the research will lead to commercial benefit for the investigator(s) and or the research sponsor(s) /Institution?  
	 Yes*
 No

	(b) *If yes, please provide details:

	4.14 (a) Does the project involve the collection of health or personal information from a Commonwealth Agency or the access of information from a Commonwealth Registry?
	 Yes*
 No

	(b) *If yes, will the collection of this information be with participant/parent/guardian consent?
	 Yes
 No

	(c) Has the researcher obtained approval from the agency to collect or access this information?
	 Yes
 No
 Pending

	(d) In what format is the information to be obtained?
	 Identifiable
 Re-identifiable (coded)

 Non-identifiable

	Section 5: Study Documents

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

· Include ALL participant information i.e. advertisements, questionnaires, surveys, letter etc
· Attach the complete research protocol as a stand alone/separate document
· Ensure ALL documents have version numbers, dates and page numbers (other than copyright material)
· Attach ALL review forms
· Attach ALL supporting department signatures 

	Name of document
	Version
	Date
	# pages

	Example:      Research Protocol
	3.0
	04Jul 10
	30

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	


	Section 6: Declaration by the Principal Investigator & Associate Investigators

	Note: Signatures from the Principal Investigator and all Associate Investigators listed in Section 2 are required

	Principal Investigator:

	1. I declare the information in this form is truthful and accurate to the best of my knowledge and belief and I take full responsibility at this site.
2. I will ensure that all research staff are appropriately experienced, trained to fulfil their role on this study and aware of relevant Campus Research Policies and procedures.

	All Investigators

	3. I will only start this research project after obtaining authorisation from the site and approval from the responsible Human Research Ethics Committee (HREC)

4. I accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on Ethical Conduct in Research
5. I undertake to conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research arrangements of the organisation(s) involved.

6. I undertake to conduct this research in accordance with relevant legislation and regulations.
7. I have read, understood and agree to comply with the Australian Code for the Responsible Conduct of Research
8. I have declared any actual or potential conflicts of interest and will notify the HREC of any that arise during the study period.
9. I agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the HREC and NHMRC

10. I will adhere to the conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements
11. I understand and agree that study files and documents and research records and data may be subject to inspection by the HREC, Research Governance Officer, the sponsor or an independent body for audit and monitoring purposes.

12. I understand that information relating to this research, and about me as a researcher, will be held by the HREC, Research Governance Officer, and on the Research Ethics & Governance Database. This information will be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Commonwealth) and relevant laws in the States and Territories of Australia.

	
	Signature
	Name
	Date

	Principal Investigator
	
	
	

	Associate Investigator
	
	
	

	Associate Investigator
	
	
	


NB:   Add additional Associate Investigator signatures by adding rows.

	Section 7: Declaration by Line Manager

	A Line Manager should be the person to whom the Principal Investigator usually reports e.g. Head of Department or Executive Director. Further information is available on the Ethics Website. 
Where an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible as Investigators must not approve their own research on behalf of their Department.

	· I certify that I have read the research project application named above.

· I certify that I have discussed this research project and the resource implications for this Department, with the Principal Investigator.
· I certify that all researchers/students from my Department involved in the research project have the skills, training and experience necessary to undertake their role.
· I certify that there are suitable and adequate facilities and resources for the research project to be conducted at this site.
· I provide assurances that the documented pre-submission (peer) review of this project has
a) been conducted by a person with appropriate expertise and that 
b) the Peer Review comments have been addressed.

· 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.
· My signature indicates that I support this research project being carried out using such resources.


	Name
	

	Position
	

	RCH Department or MCRI Group
	

	Signature
	
	Date:

	Email address
	


	Section 8: HREC CHAIR/RESEARCH DIRECTOR (or delegate) Approval 

	Comments: 

	Signature:
	
	Date:
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