
ALFRED HOSPITAL ETHICS COMMITTEE

Application for Ethical Review of Low Risk Projects

To avoid frustration and delays, please read checklists 1 & 2 of Section 2 of The Low Risk Guide to see if the project is eligible for low risk review
	A. GENERAL INFORMATION

	PROJECT TITLE
	

	PRINCIPAL

INVESTIGATOR

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


	
	Ph no(s): 
	Fax

	
	Email:

	
	Department:

	
	Monash University Status:   FORMCHECKBOX 
 Staff Member
 FORMCHECKBOX 
 Honorary Staff Member

	
	Address for correspondence: 



	STUDENT INVESTIGATOR
	Name: 

	
	University:

	
	Is the student completing a clinical placement at Alfred Health?    Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 



List the names of any additional investigators/assistants (Copy & paste cells as required)
	Name & Title/Position: 

	Department/University: 
	Ph no(s) 

	Name & Title/Position: 

	Department/University: 
	Ph no(s) 

	Name & Title/Position: 

	Department/University: 
	Ph no(s) 

	Name & Title/Position: 

	Department/University: 
	Ph no(s) 

	Name & Title/Position: 

	Department/University: 
	Ph no(s) 


	Proposed period of ethics approval required:




	B. PROJECT DETAILS

	1.
	Why are you undertaking this project?

State the aims and intent of the project
	

	2.
	What and how?

Detail clearly and sufficiently the proposed procedures and outcome measures.

Include justification for why this is ‘low risk’ if the project involves activities from Checklist 2.

Attach questionnaires, data collection sheets, cover letters, advertisements, flyers and brochures to be used in the project.
	

	3. 
	Participant details

State the age, gender, diagnostic category and number of participants.
	Age:
Gender:

Participant Type/ Diagnostic group:

Number:

	4.
	Selection and Recruitment

State i) how the number of participants was decided, ii) how they are selected, iii) how they are identified and iv) if there will be recruitment of participants, how they will be approached.
	i)
ii)

iii)

iv)



	5.
	Possible risks to participants, investigators or the institution?

Describe any risks you perceive and the measures to be taken to minimise these.
	

	6.
	Anticipated benefits

Describe the potential benefit/s to participants, profession, society etc
	

	7. 
	Impact of findings

Describe the likely impact, if any, of negative or positive findings.
	

	8.
	Future use of data for any purpose other than for this project
Describe who it will be used by and what it will be used for.
	

	9.
	External involvement

Is a body external to Alfred Health involved in the initiation or support of the project?
	Yes  FORMCHECKBOX 

Name of body/organisation:

Is there a contract?  Yes  FORMCHECKBOX 
  Please provide a copy      No FORMCHECKBOX 


	10.
	Funding

How is the project funded?
	


	11.
	Alteration to routine care

Describe any alteration to routine care or service provided to individuals and how it may affect them.
	

	12.
	Tissue

If body fluids or tissue are required specifically for the project that are not already being collected for clinical care, provide details. 
	

	13.
	Withholding of treatment
If the research involves randomisation, placebo control or withholding/substitution of treatment, programs or services (health, educational, commercial, other), please describe.
	

	14.
	Other ethical issues

	


	C. PRIVACY  Access and collection of Information

	(a) If your project involves accessing health information, who will access this?

Name:



	(b) In what form will information be accessed? Please list all sources. (Eg. medical records, unit database, another department’s database/s, external sources, registries, GPs, verbally from the  participant, electronic systems like PACs, Cerner, referrals, previous research)


	(c) Would the person accessing the information normally have access to all these sources through their daily work?    Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 



	D. CONSENT

	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 
 FORMCHECKBOX 
  Patients will not be informed and no consent is required as the project involves only non-identifiable data.
 FORMCHECKBOX 
  Patients will not be informed and no additional consent is required as the project involves secondary use of previously collected information.

If you have checked this box please state how the secondary use (this project) is directly related to the primary reason the information was collected.

 FORMCHECKBOX 
  An Information Statement and Signed Consent Form will be used.

 FORMCHECKBOX 
  An Information Statement will be provided and consent implied by the return of anonymous questionnaire.
 FORMCHECKBOX 
  An Information Statement will be provided with ‘Opt-out’ consent.
 FORMCHECKBOX 
  Patients 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: 
 FORMCHECKBOX 
 A waiver of the requirement of providing information and obtaining consent is requested. 
If you have checked this box please explain and justify why:



E. PRIVACY Use, storage and publication of Information
	1.
	(a) How and where will all forms of study data be securely stored during the study?
How:
Where:
(b) If the project involves web-based data collection, please state the IT security arrangements in place to protect the data collection.
c) Will the project involve data linkage? If so what sources of information will be linked and how?
(d) What will happen to the project information/samples following completion of study? 

(e) For what length of time will data be stored after completion of the study?


	2.
	(a) 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?

(b) Will participants be informed about any envisaged research publication/outcome? If yes, how?
(c) 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. SIGNATURES
Principal Investigator Declaration

	The information supplied in this application is a true and accurate account of the project and is provided with sufficient clarity to enable review. I agree to undertake the research activity and handle data confidentially in accordance with the requirements of Alfred Health, the National Statement on Ethical Conduct in Human Research 2007 and the Alfred Hospital Ethics Committee, including any special ethical conditions.



	
	
	
	
	

	NAME:  (block letters)
	
	SIGNATURE:
	
	DATE:

	Head of Department Statement
I have read the application and confirm that this project: has been developed and will be conducted in accordance with relevant Alfred Health standards, policies and codes of practice; has research merit; has adequate resources and appropriate leadership/supervision.

	Comment (must be completed by Alfred Health HoD)


	
	
	
	
	

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


SUBMITTING YOUR APPLICATION:
Please email the completed form and any relevant documents to research@alfred.org.au 

In the subject field, type “Project for low risk ethical review”, followed by your last name
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