SWSLHD Research and Ethics Project Proposal

Decision Aid
Please send completed checklist and a ½-1 page summary to SWSLHD-Ethics@health.nsw.gov.au for advice as to which application you should complete. 
Section 1: ISSUES THAT MAY REQUIRE CONSENT




          
	1. The project involves direct contact with staff, patients, consumers, or members of the public.
	YES/ NO



	2. The project poses additional risks or burdens to the patient beyond their routine care.
	YES/ NO



	3. The data to be collected is of a sensitive nature (health information is sensitive information)
	YES/ NO

	4. The purpose of the project is ‘not directly related’ to the patient’s disease, illness or its management.
	YES/ NO

	5. The data will be used or available in such a way that may identify individuals.
	YES/ NO


Section 2: PRIVACY and CONFIDENTIALITY 




           

	6. Data is potentially re-identifiable
	YES/ NO

	7. Access to personal information will extend beyond those who are members of the clinical care team or to others who normally do not have access to the patient’s record, or to other data sets.
	YES/ NO

	8. Is data being shared externally to SWSLHD and in what format? De-identifiable/identifiable? Is there any data linkage? 
	YES/ NO

	9. The project involves rare conditions or a small community.
	YES/ NO

	10. Data will be selected or identified by:

· Aboriginal or Torres Strait Islander status; or

· Ethnic, religious or minority group.
	YES/ NO

	11. Data will be collected beyond that which is normally collected in routine care.
	YES/ NO


Section 3: OTHER IMPLICATIONS 




                            
	12. The project uses ‘new’ interventions, protocols or equipment.
	YES/ NO

	13. The project will involve allocation of patients to groups to enable comparisons.
	YES/ NO

	14. The project will involve genetic tests/testing.
	YES/ NO

	15. The project may potentially infringe the rights, privacy or professional reputation of carers, health professionals or institutions.
	YES/ NO

	16. The project involves use of placebo.
	YES/ NO


If the response to any of the above statements is “yes”, you will need to provide more information and may be required to submit a NEAF for full Ethical review.
Students rotating through or attached to a clinical care team are considered members of the team for the purposes of this checklist.
	17. The project may lead to publication, e.g. journals
Please note that it is the researcher’s responsibility to check the publishing requirements of various journals. Some journals will only allow the publishing of research projects and would therefore need an Ethics approval number. 
	YES/ NO




SUMMARY OF PROJECT

Please complete the below summary with the following information:

Background 

Introduction to the study, what is already known (brief literature review), what is missing, what the study is going to find out, how this is going to be achieved and what impact the study will have.

Aim/Research Question

Provide a clear and concise statement of primary and secondary objectives and the research question (if applicable). If you believe this is a quality improvement project please outline what existing clinical process you would like to improve or evaluate. 
Methods/Study Design 

Describe the type of study, the source of participants, datasets to be accessed, recruitment strategy, the sample size, details of any data linkage and analysis and why they are required and what study comparisons are being made.

Outcomes 
Expected outcomes of the study, what are you expecting to find out?
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