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Application for Ethical Review of Low Risk Projects

	A. GENERAL INFORMATION [Double-click on  FORMCHECKBOX 
 check boxes and select ‘checked’]
PROJECT TITLE
APPLICANT DETAILS

RESPONSIBLE INVESTIGATOR  Where a student is involved Senior Staff must be listed
Name & Title/Position:

Ph no(s):

Email:

Fax:

Department:

 FORMCHECKBOX 
  University Status
    FORMCHECKBOX 
 Staff Member
 FORMCHECKBOX 
 Honorary Staff Member
Address for correspondence:

Qualifications and Experience
List the names of any additional investigators (Copy/paste cells as required)

(If not Epworth employees/affiliates, please attach 1-2 page CV)
Name & Title: 
Department/University: 

Ph no(s) 

Name & Title:
Department/University: 

Ph no(s) 

STUDENT INVESTIGATOR
Name:
University:

Degree

Contact:



CHECKLISTS
To assist in determining whether your research activity is Low or Negligible Risk, please select [X] any one or more boxes below applicable to your project:  
If one or more of these categories apply to the project, then according to the National Statement on Ethical Conduct in Human Research, 2007 or Epworth HealthCare HREC it cannot be reviewed through the Low Risk process.

	A. ACTIVITIES REQUIRING FULL ETHICS REVIEW APPLICATION (Not suitable for Low Risk Review)

	 FORMCHECKBOX 
 Interventions. The research involves providing or testing an intervention. Examples of interventions include: drugs, therapeutic devices, surgical techniques or devices, diagnostic procedures or devices.  It also includes randomisation or withdrawal of treatment/services or use of placebo.

	 FORMCHECKBOX 
 Vulnerable participants. The project involves obtaining consent from vulnerable people where competence to provide consent is diminished. Examples include: children, those dependent on care, those with psychological/psychiatric conditions, ventilated patients and the elderly.

	 FORMCHECKBOX 
 Genetic research. The project involves genetic research where information may be discovered or generated that is of potential importance to the future health of the individual or generates sensitivities for the individual, their family or the community.

	 FORMCHECKBOX 
 Human stem cells. The research involves studying stem cells or using stem cells or their products to develop new therapies.

	 FORMCHECKBOX 
 Pregnancy and the foetus. The research involves the foetus or foetal tissue or has the potential to impact on the wellbeing of the foetus through involvement with a woman/women who is/are pregnant.

	 FORMCHECKBOX 
 Illegal activities. The research intends to study or is likely to discover illegal activity. Examples include questioning about illegal drug use.

	 FORMCHECKBOX 
 Aboriginal and Torres Strait Islander Peoples.

	 FORMCHECKBOX 
 External researchers. The research is being conducted by a person not associated with the institution and there is no one on the research team from Epworth HealthCare. 

	 FORMCHECKBOX 
 External researchers. The research is being conducted by a person not associated with the institution and there is minimal supervision by Epworth HealthCare staff and there is a request for waiving the requirement of obtaining consent to access/collect/use or disclose identifying information. 

	 FORMCHECKBOX 
 External sites. The research involves sites that are not part of Epworth HealthCare, do not have their own Ethics oversight and for which Epworth HealthCare would be required to provide research governance. Examples include non Epworth HealthCare affiliated private practitioners and their patients. 

	Research involving staff where (a) staff may be identifiable in findings, (b) there is a potential to damage or infringe on the rights of staff, (c) there is the potential to cause distress.

	Compensation is offered for participation.


B. ACTIVITIES REQUIRING JUSTIFICATION
Aspects of your research activity may or may not be suitable for Low Risk review. The checklist below will assist you to identify those activities that require justification in order for the HREC subcommittee to determine whether your research is suitable for Low Risk review. Please select [X] any one or more boxes below applicable to your project and provide justification within the appropriate sub sections of Section C.
	CHECKLIST - ACTIVITIES REQUIRING JUSTIFICATION 

	 FORMCHECKBOX 
 Externally funded research where there is a commercial interest. 

	 FORMCHECKBOX 
 A multi-centre study originating from Epworth HealthCare with Epworth HealthCare as the coordinating centre 

	 FORMCHECKBOX 
 Data access, collection or use of identifiable information that is not secondary use and is without consent 

	 FORMCHECKBOX 
 Use of already collected tissue and blood samples without the prior consent of the patient 

	 FORMCHECKBOX 
 Transfer of tissue and blood samples without consent to external researchers 

	 FORMCHECKBOX 
 Access/collection/use of sensitive information 

	 FORMCHECKBOX 
 Access/collection/use of information that has regulatory and/or legal reporting requirements 

	 FORMCHECKBOX 
 Personally intrusive/confronting or quite inconvenient/embarrassing questioning 

	 FORMCHECKBOX 
 Providing, or potential to provide, individual health/medical/psychiatric diagnosis 

	 FORMCHECKBOX 
 Screening for healthy participant inclusion/exclusion 

	 FORMCHECKBOX 
 Change or withdrawal of services 

	 FORMCHECKBOX 
 Conflicts of interest or dual researcher-professional roles 

	 FORMCHECKBOX 
 Research conducted overseas 

	 FORMCHECKBOX 
 Deception (participants will receive limited or no information about the research at time of recruitment) 

	 FORMCHECKBOX 
 Participant recruitment/selection via a third party 

	 FORMCHECKBOX 
 Qualitative research without experience 

	 FORMCHECKBOX 
 Research involving family members of the patient where participants will recruit family members or where family members may need to help the participant to take part and/or provide extra info, etc, 

	 FORMCHECKBOX 
 Reimbursement is offered for participation.


	C. PROJECT DETAILS
1. Proposed period of ethics approval required Note this covers the duration of activity including write-up of report/publication
Anticipated commencement date:

Anticipated completion date:
2. Why are you undertaking this project? Include the aims and intent of the project
3. Brief description of project and procedures  Please detail clearly and sufficiently the proposed research procedures and outcome measures.
If participants are involved, what will they be required to do?

Attach questionnaires, data collection sheets, cover letters, advertisements, flyers and brochures.
4. Participant Details
Age:

Gender:

Participant characteristic/diagnosis:

Number of participants:

Justification of number:
5. Selection and Recruitment
i) How are participants selected? (eg. convenience, random, all available)

ii) How identified? (eg. database, surgical list )

iii) How will potential participants be approached? (if applicable)

6. Possible risks to participants or investigators? Please describe any risks (actual and potential) you perceive and the measures to be taken to minimise these.
(Consideration of risks should not be limited to physical risks but should include emotional, social, financial, cultural, vocational and professional wellbeing. Should extend to indirect risks of civil liability, employability and professional reputation)

7. Anticipated benefits Please describe the potential benefit/s to participants, profession, society etc
8. Future use of data  Will any of these data be used by yourself, your students or others for any purpose other than for this project?  If so please describe who it will be used by and for what purpose?
9. External involvement  Is a body external to Epworth HealthCare involved in the initiation or support of the project?

If an external body is associated with the project you must provide the HREC with details of Epworth HealthCare authorisation, including details of any funding or other resources being provided.

Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

Name of body/organisation:
10. Funding

How is the project funded?

How much is available?
11. Alteration to routine care  Does the activity involve any significant alteration to the routine care or service provided to individuals?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, how may it affect them?

12. Tissue  Will any samples of body fluid or body tissue be required specifically for the research which would not be required in the case of ordinary treatment?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, provide details

13. Other ethical issues  Are there any other ethical issues involved in the research?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, provide details




	D. PRIVACY – ACCESS AND COLLECTION OF INFORMATION
ACCESS TO INFORMATION
1. Does your project involve accessing health information? 

Access to health information may be required to identify potential participants or to identify medical records for clinical audit
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, who will access this information?
Name: 

Does this person normally have access to this health information through their daily work?

2. How will this information be accessed?
Can individuals be identified or are they potentially identifiable when information is accessed?
(The source of information may be a database, surgical list, medical records or bedside notes, specify) 

In relation to data access, please acknowledge which applies:

 FORMCHECKBOX 
 An individual can be identified OR is potentially identifiable/ re-identifiable / coded

 FORMCHECKBOX 
 An individual is not identifiable
COLLECTION AND USE OF INFORMATION
3. In what form will data be collected/recorded? eg. Notes, verbatim, audio or video-taped, transcripts of recordings, spreadsheets, questionnaires

In relation to data collection/retention, please select which applies:

 FORMCHECKBOX 
 An individual can be identified OR is potentially identifiable/ re-identifiable / coded

 FORMCHECKBOX 
 An individual is not identifiable
TRANSFER OF INFORMATION

4. Will data be transferred from Epworth HealthCare to another site or institution?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, is the information/sample coded?     Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

At which site is it coded?
5. Will tissues or samples be transferred to another institution?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, will they be transferred according to guidelines?
E. DISCLOSURE AND INFORMED CONSENT
1. How will participants be informed about the project in order to give valid consent and what method of consent is to be used? Please check the box that applies and attach any information sheets and consent forms to application
 FORMCHECKBOX 
  Participants will not be informed and no consent is required as the project involves only non-identifiable data

 FORMCHECKBOX 
  Participants will not be informed and no additional consent is required as project involves secondary use of previously collected data

Please state how the secondary use is related to the primary reason the information was collected (refer to notes below)

 FORMCHECKBOX 
  Information Statement(s)/Letter(s) and Signed Consent Form(s) will be used

 FORMCHECKBOX 
  Information Statement(s)/Letter(s) will be provided and consent implied by return of anonymous questionnaire

 FORMCHECKBOX 
  Information Statement(s)/Letter(s) will be provided with ‘Opt-out’ consent

 FORMCHECKBOX 
  Participants have previously provided consent in another research project for future use of data for research

Please state which project:

 FORMCHECKBOX 
  Verbal advice and verbal consent.

Please explain how and why verbal consent will be obtained :

 FORMCHECKBOX 
  A waiver of the requirement of providing information and obtaining consent is requested

Please explain and justify why the waiver is sought (refer to notes below):



	Notes
1. Secondary use of information

When considering whether a project involves secondary use of information there are two key requirements that must be addressed in keeping with the Privacy Act (1988):
1. The secondary purpose (the project) must be related to the primary purpose of collection.

2. The individual, whose information is being used, would reasonably expect the organisation to use or disclose the information for the secondary purpose (the project). 

If a project meets “secondary use” then consent for use of information is not required.

2. A waiver of the requirement to obtain consent
The granting of a ‘privacy waiver’ is based on provisions in the Health Records Act 2001 (Vic), Privacy Act (1988), and the National Statement of Ethical Conduct in Human Research (2007). The following items must be addressed when requesting a waiver:
· Involvement in the research carries no more than low risk to participants

· The benefits from the research justify any risks of harm associated with not seeking consent

· It is impracticable to obtain consent

· There is no known or likely reason for thinking that participants would not have consented if they had been asked

· There is sufficient protection of their privacy

· There is an adequate plan to protect the confidentiality of their data

· In case the results have significance for participants’ welfare there is, where practicable, a plan for making information arising from the research available to them (eg. via a disease-specific website)

· The possibility of commercial exploitation of derivatives of the data or tissue will not deprive the participants of any financial benefits to which they would have been entitled

· The waiver is not prohibited by State, federal or international law.


F. PRIVACY – USE, STORAGE AND PUBLICATION OF INFORMATION
DATA SECURITY

1. Please indicate how and where data (all types of data, including, eg, signed consent forms, questionnaires, electronic data) will be securely stored (eg, electronic form in password-protected disk drive, locked filing cabinet, etc). 
With more than one type of data, will the types be stored separately?
	(a)
During the study: 


	(b)
Following completion of study, including length of time data will be stored after completion of the study: 



	c)
What will happen to the project information/samples following completion of study?




2. Will the project involve data linkage?

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If yes, what sources of information will be linked and how?


PUBLICATION / OUTCOMES

3. What, if any, publication (conference, news media, academic journal, other journal, etc) is envisaged following on or in relation to this project, both in terms of data proper and/or analysis of data?

	


4. Will participants be informed about any envisaged research publication/outcome?
	


5. Would any participants be able to be identified through the publication of data proper or research findings? If so, explain why this is necessary
	


	G. DECLARATIONS

	I/We agree to undertake the research activity and handle data confidentially in accordance with the requirements of Epworth HealthCare, the National Statement on Ethical Conduct in Human Research 2007 and the Epworth HealthCare Ethics Committee, including any special ethical conditions that may be imposed.



	
	
	
	
	

	NAME:  (block letters)
	
	SIGNATURE:
	
	DATE:

	
	
	
	
	

	NAME:  (block letters)
	
	SIGNATURE:
	
	DATE:

	ENDORSEMENT OF HEAD OF UNIT (OR DELEGATE)

I declare that this project has been developed and will be conducted in accordance with relevant Epworth HealthCare standards, policies and codes of practice, has research merit, adequate resources and appropriate leadership/supervision.



	
	
	
	
	

	NAME & POSITION:  (block letters)
	
	SIGNATURE:
	
	DATE:
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