THE UNIVERSITY OF ADELAIDE HUMAN RESEARCH ETHICS COMMITTEE

LIST OF HEADINGS APPLYING TO ALL APPLICATIONS

Guidance information for completion of this form is notated in (italics) under each heading. Please complete all headings. 
APPLICATIONS MUST BE TYPED

	1.
	TITLE



	2.
	INVESTIGATORS & QUALIFICATIONS

(Provide brief details of the researchers’ previous experience with the specific research techniques that will be used in this study.  If this study involves direct contact with participants, give details of the research student’s experience and/or training in conducting research of this kind.)



	3.
	PURPOSE OF THE STUDY

· Aims (What research hypothesis is being investigated? What benefits does the study aim to produce?)
· Rationale (Explain your research methodology and its appropriateness to achieving the study aims. Provide evidence that the sample size is adequate to establish a valid research result.)



	4.
	BACKGROUND



	5.
	PARTICIPANTS

· Source

· Number

· Age range

· Selection & exclusion criteria  (How and by whom will screening be conducted?)


	6.
	PARTICIPANT RECRUITMENT

· Procedures (Please explain how you will recruit volunteers onto the study. How will people be approached and asked if they are willing to participate? How and by whom will names and contact details be accessed?)
· Material (Provide a copy of any advertisements, flyers or other material to be used.)

· Payment (Provide details of and the rationale for any payment or reimbursement to participants.)


	7.
	PRELIMINARY STUDY (if any)


	8.
	STUDY PLAN & DESIGN

(Include a detailed description of all planned interactions between researchers and study participants. 

Include a copy of any questionnaires or interview schedules to be used.)


	9.
	DRUGS



	10.
	EFFICACY 
(What is known from previous studies regarding the safety and effectiveness of the proposed intervention?)


	11.
	DATE OF PROPOSED COMMENCEMENT


	12.
	ETHICAL CONSIDERATIONS

(Provide a clear description of any potential risks to participants (including physical, emotional, social or legal) and the steps that will be taken to address these risks.
Outline the protocol that will be followed in the eventuality of any adverse event(s).
Provide details of procedures to maintain participant confidentiality during data collection and reporting of results.

Describe how you will you provide detailed information about the study to people and how and when consent will be obtained. 
Include a participant information sheet and a consent form.  Information and consent guidelines plus a consent form template can be downloaded from http://www.adelaide.edu.au/ethics/human/guidelines/applications/)


	13.
	SAFETY & ECOLOGICAL CONSIDERATIONS
· Radiation, toxicity, biodegradability (Where radiation exposure is an aspect of the proposal, researchers must comply with the Code of Practice for the Exposure of Humans to Ionizing Radiation for Research Purposes (2005) http://www.arpansa.gov.au/pubs/rps/rps8.pdf and provide specific information set out in Clause 2.1 of the above Code.) 

· Researcher safety (Is there any possible risk to the health or safety of the researcher(s)? If so, what precautionary measures will be taken?)


	14.
	RESEARCH DATA RECORDING & STORAGE

(Provide details of how the data will be recorded, eg audiotape, videotape, or written notes. Describe how, where and for how long the data will be stored.)



	15.
	ANALYSIS & REPORTING OF RESULTS

(Describe how the data will be analysed and who will have access to the research data and results.  How will the results be published?  Will participants receive the results?)


	16.
	OTHER RELEVANT INFORMATION



	17.
	OTHER ETHICS COMMITTEES TO WHICH PROTOCOL HAS BEEN SUBMITTED

(If the project involves research conducted overseas, give details of any local ethics clearance procedures that apply to it.)



	18.
	PROPOSED FUNDING SOURCE

(If researchers will receive any personal payment for conducting the study, this must be disclosed to the Committee.

If the study has a commercial sponsor, this must be mentioned on the participant information sheet.)


	19.
	REFERENCES
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