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Please tick boxes as appropriate or mark N/A
Have you read the relevant sections of the MercyCare Policies and Procedures Manual?      YES     NO
Please submit one (1) electronic copy and one hard copy of completed and signed National Ethics Application Form, including the following, where applicable:
	National Ethics Application Form (NEAF) ( www.mercycare.com.au/ethics )
	

	Lay Summary of Study 
	

	Patient / Participant Information and Consent Form (PICF). Page 23 P&P Manual 
	

	Evidence of approval / rejection by other HRECs, Scientific Review Committees or other relevant Authorities(ie final/conditional/withheld etc) 
	

	Where applicable, copy of questionnaire(s), survey questions, interview topics to be covered,, Brochures, advertisements, letters of invitation and any other material to be used in recruitment of participants in to the study. 
	

	Statement from Medical / Paramedical Practitioner accepting responsibility for specific procedures
	

	Clinical Trial Agreement (CTA) and Clinical Trial Registration details;  Indemnity form(s): Certificate of Insurance.(at:  www.mercycare.com.au/ethics)
	

	Research Protocol
	

	Current Resume and publications list  of Researcher/s 
	

	Budget outline for research project
	

	Where applicable, any form requiring signature by the SJGHCEC and /or 
MercyCare’s Chief Executive Officer                                                                  
	

	Signed copy of the Researcher Confidentiality and Conflict of Interest Declaration and each researcher undertaking research at a MercyCare site or accessing Medical Records for research purposes. (Refer Page 35)
	       

	Copy of Descriptor System for tracking participants (inmplantable Device Trials only)
	       

	Constitution of Independent Data Safety Monitoring Committee (CTA only)
	       


This Declaration is to be signed by all Researchers using the National Ethics Application Form (NEAF) who are applying to undertake research at a MercyCare site
Name of Researcher……….............................................................................................................

Study Title……………………………………………………………………………………………………

Organisation:…………………………………………………………………………………………………

To the best of my knowledge I do not have a financial conflict of interest and declare that my particular circumstances are not likely to give rise to any potential conflicts of any nature.  My interactions with all parties will be of the highest professional standard and there will be neither impropriety nor any indication that my objectivity has been impaired with respect to this  project at MercyCare:  

This declaration acknowledges, in relation to the research proposal detailed above, my obligations to:

Declare any real, perceived or potential conflict of interest that currently exists, or may arise, in the course of my activities as a Researcher;

Maintain strict and absolute confidentiality about any information concerning persons, processes and events that comes to my attention while conducting research within Mercycare. This includes information relating to internal MercyCare operations and/or information from individual patient medical records. 

Deal with all MercyCare information collected, used or disclosed for the purposes of the abovementioned study in strict accordance with the conditions specified in the approved protocol for the project.

Name:………………………………………………………………………………………

Signature………………………………………………………………………………….

Date: ………………………………………………………………………………………

