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QUALITY ASSURANCE APPLICATION
BEFORE YOU BEGIN
This application form is for use by researchers deciding whether or not a quality assurance proposal requires a full ethical review.  There are nine questions in Section B that should be answered.  If all of these questions are answered in the negative, a full ethics submission to the MSPH HREC is not required.  However, this application form should be submitted to the committee for review.

Refer to the NHMRC guidelines “When does quality assurance in health care require independent ethical review?” for further information when answering the questions.
If any questions are answered in the positive, then the Module One: Core Application Form must be completed and submitted to the MSPH HREC for approval.   Before you complete the form please read the Module One: Core Application Guidelines and the National Health & Medical Research Council’s National Statement on Ethical Conduct in Research Involving Humans (1999).
SECTION A: PROJECT OVERVIEW

1.1
Application Date:


1.2 Full Project Title 

	


1.3
Brief Lay Summary of the Project

	


Briefly describe the project 

1.4
List all researchers involved in this project

Copy this table and repeat for each Principal & Associate Researcher.

	Title and Name
	

	Appointment
	

	Department
	

	Institution
	

	Mailing address
	

	Describe what this researcher will do in the context of this project
	

	Include a brief summary of relevant experience for this project
	

	Phone
	

	Fax
	

	Mobile/pager
	

	email
	


SECTION B: QUALITY ASSURANCE CHECKLIST
Consent

1.5
 Is the consent from participants inadequate or is the activity inconsistent with the National Privacy Principle?

Risks and burdens

1.6
Does the proposed quality assurance activity pose any risks for patients beyond those of their routine care?
1.7
Does the proposed quality assurance activity impose a burden on patients beyond that experienced in their routine care?

Privacy and Confidentiality

1.8
Is the proposed quality assurance activity to be conducted by a person who does not normally have access to the patient’s records for clinical care or a directly related secondary purpose?

1.9
Does the proposed quality assurance activity risk breaching the confidentiality of any individual’s personal information, beyond that experienced in the provision of routine care?

Overlap with research

1.10
Does the proposed quality assurance activity involve any clinically significant departure from the routine clinical care provided to the patients?

1.11
Does the proposed quality assurance activity involve randomisation or the use of a control group or a placebo?

1.12
Does the proposed quality assurance activity seek to gather information about the patient beyond that collected in routine clinical care?
Broader implications

1.13
Does the proposed quality assurance activity potentially infringe the rights, privacy or professional reputation of carers, health care providers or institutions? 

SECTION C: DECLARATION BY RESEARCHERS
Project Title:


I/WE, the researcher(s) agree:

· To only start this research project after obtaining final approval from the Institution’s Human Research Ethics Committee (HREC);

· To conduct this research project in accordance with the protocols and procedures as approved by the HREC;

· To only carry out this research project where adequate funding is available to enable the project to be carried out according to good research practice and in an ethical manner;

· To provide additional information as requested by the HREC;

· To provide progress reports to the HREC as requested, including a final report and a copy of any published material at the end of the research project;

· To maintain the confidentiality of all data collected from or about project participants;

· To notify the HREC in writing immediately if any change to the project is proposed and await approval before proceeding with the proposed change;

· To notify the HREC in writing immediately if any adverse event occurs after the approval of the HREC has been obtained; 

· To agree to an audit if requested by the HREC;

· To only use data collected for the study for which approval has been given;

· To only grant access to data to authorised persons; and

· To maintain security procedures for the protection of privacy, including (but not restricted to): removal of identifying information from data collection forms and computer files, storage of linkage codes in a locked cabinet and password control for access to identified data on computer files.  

I/we have read the NH&MRC National Statement on Ethical Conduct in Research Involving Humans 1999 and will observe the principles set out in that document and in the Declaration of Helsinki.



Name of principal researcher …………………………………………………………….

Signature



Date
Name of researcher …………………………………………………………….

Signature



Date
Name of researcher …………………………………………………………….

Signature



Date




PAGE  
1
\\W05878\kaye's documents\Business Manager\Ethics Committee\HREC application form\2006 HREC application form\HREC application Quality Assurance.doc

