Advice regarding negligible and low risk review processes and current application form 
The National Health and Medical Research Council (NHMRC) “National Statement on Ethical Conduct in Human Research” (2007) (“The National Statement”) recognises that human research involves a wide range of activities that have variable risks and potential benefits. The “National Statement” establishes different levels of ethical review, based on the degree of risk involved.

There are three levels of risk:

· Harm;

· Discomfort;

· Inconvenience

Researchers and HRECs are required to determine the existence, likelihood and severity of these risks based on the research methodology and design, participant population and research activity.  The National Statement, sections 2.1.6 – 2.1.7 holds that:

“2.1.6 Research is “Low Risk” where the only foreseeable risk is one of discomfort.  Where the risk, even if unlikely, is more serious than discomfort, the research is not low risk;

2.1.7 Research is “negligible risk” where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is not more than inconvenience.  Where the risk, even if unlikely, is more than inconvenience, the research is not negligible risk.”

Research that involves the risk of harm or the likelihood of harm must be reviewed by a fully constituted HREC.  For research involving only the risk of inconvenience, the National Statement allows Institutions to choose to grant exemption from HREC review.  For Research that involves only the risk of discomfort, Institutions may establish other levels of ethical review processes other than a fully constituted HREC.  However, for research involving certain groups, methodologies or procedures only full HREC review is allowable, irrespective of the level of the risk. A full HREC application must be prepared using the CAF.
Researchers are encouraged to complete the checklist first (see separate pages for low-risk or audit studies) and consult with the local HREC office to gain an independent assessment of whether the project satisfies the criteria for Expedited Review Working Party review rather than by a full HREC.  Time constraint is not an acceptable reason for seeking review through this process where projects carry risks greater than discomfort.

The expedited application form (below) has been developed by Queensland Government, Queensland Health and edited by Mercy Health. 

About this Form:

This application form should be used by researchers seeking low risk ethical approval for human research projects at Mercy Health. 

Examples of low risk research: 

· Questionnaire studies that do not involve:  personally intrusive questions, major time commitment, plans to publish information that could identify patients

· Most student projects involving data collection via questionnaires or from records or small numbers of patients

· Projects with minor privacy concerns (quality assurance projects)

· Clinical research projects involving only patient record review 
Completing the Form:

Signing the Form: 

· Digital signatures are accepted and encouraged

· Please sign in the Applicant/Principal Researchers and Site Sponsor (if required)
· All researchers must also sign the ‘declaration by researchers’ form
· Clinical  Services Director and Program Director signatures must be obtained before submission of new research 
· The CEO signature will be collected by the Research Office for your convenience 
Attachments:

Please attach the following documents to this application (where applicable to your project): 
· Low Risk Checklist 

· Section 2 (Privacy) 

· Researchers’ CV 

· Protocol 

· Patient Information and Consent Form 

· Advertisements, flyers etc. 

Submissions: 

Please use clear, simple and accessible language when completing this form
· Applications that use complex and inaccessible language will be required to resubmit their application 

· Please re-read, grammar and spell check this application before submitting 
· Please submit this document and all additional attachments via email to:

Ms Natasha Rooney, HREC Administrative Officer, ethics@mercy.com.au 

Do not commence research until written approval has been received by the Principal Researcher or Project Co-ordinator.

Application for HREC Review of Low Risk Research

SECTION 1:  RESEARCHERS

Principal Researcher:

	Title:
 
Name:


Phone: 
Fax:


Email:





Student/Other Researcher/s:

	Title:


Name:

Phone:

Fax:

Email:

	Title:


Name:
Phone:
Fax:


Email:



	Title:
 
Name:

Phone:


Fax:


Email:





Site Sponsor (if researcher/s not employee of Mercy Health):

	Title:


Name:
     
Phone:
     
Fax:
     
Email:
     



Departmental/Faculty Head (undertaking work in the hospital)
	Title:
 
Name:

Phone:

Fax:


Email:





Researcher/s Qualification, Experience and Skills:

List academic qualifications and outline experience and skills relevant to project that researcher/s and any supporting staff have in carrying out the research. (100 words max)

	


SECTION 2:  Project Details:

(NHMRC “National Statement on Ethical Conduct in Human Research 2007”, section 1)

Project Title: 
	


Lay Description:

Briefly outline in clear and plain language the project’s aim(s), justification, participant group(s), method and possible outcomes. (150 words max.)

	


Research Methodology:

Outline the proposed method, including data collection techniques, tasks participants will be asked to complete; estimated time commitment required of them; and how data will be analysed. Give a justification of your proposed sample size, including details of statistical power of the sample where appropriate. (300 words max)

	 


Research Aims and Significance:

State the aims, research objectives, key research questions, and significance of the project.  Where relevant, state the specific hypothesis to be tested.  Also please provide a brief description of the relevance of your proposed project to current research, a justification as to why your research should proceed and an explanation of any expected benefits to the community.  Comment on and it potential to contribute to existing knowledge, treatment, disease prevention, health promotion or social improvement.  (600 words max.)

	


Ethical Justification:

Outline what ethical issues this study may encounter and why this project is ethically justified.  
	 


What is the anticipated duration of the research project (include start and finish dates)?

	


SECTION 3:  Funding and Finance

Researchers should include any source of funding (e.g., departmental, commercial, non-commercial, government).  
(NHMRC “National Statement on Ethical Conduct in Human Research 2007” Chapter 5.4)

Has this protocol received research funding or is this submission being made as part of an application for research funding?





Yes  FORMCHECKBOX 


 No  FORMCHECKBOX 

What is the source of funding and has the funding been approved?

	


Will the researcher receive any remuneration and/or in kind funding to perform this research?

	


Will participants receive any payment or expenses for participation in the research?  If yes, give details.

	


SECTION 4:  Other Approvals?

(NHMRC “National Statement on Ethical Conduct in Human Research”, Chapter 5.3)

The Principal Researcher is responsible for informing each HREC of all other Australian sites at which the research is being proposed or conducted, at the time of submission of the research project; of any previous decisions regarding the research made by another HREC; and informing each HREC of whether the protocol is presently before another HREC.

Is this protocol being submitted or has it been previously submitted to another ethics committee?

Yes  FORMCHECKBOX 


 No  FORMCHECKBOX 

If yes, give details of other centres involved; the approval status of the study at each centre; and details of any required amendments.

	


Other External Approvals/Reviews?
Has the research undergone peer review?

Mercy Health Expedited Review Working Party expect the research proposal to have been reviewed by the overseeing university/ the Department Head/ or similar and this review should be attached to this application.
Yes
 FORMCHECKBOX 
   No    FORMCHECKBOX 

If yes, please specify from whom and attach a copy:

	


If your research has undergone review from a funding body or involves participants from other organisations, copies of letters of approval must be attached to this application (if pending at the time the application is submitted, forward to HREC/low risk review Committee when available).  In some cases, institutions/authorities may decline to provide approval letters until ethics approval has been granted.  In such cases, you should submit your application to the HREC for provisional approval pending receipt of the documentation.

Has the research undergone review from a funding body or does it involve participants from other organisations?
Yes  FORMCHECKBOX 


 No FORMCHECKBOX 

If yes, please specify from whom and attach a copy:

	     



SECTION 5:  Recruitment of Participants

(NHMRC “National Statement on Ethical Conduct in Human Research 2007”, Chapter 2.2)

Participant Details:

Provide number, age range and source of participants. This explanation should also include how potential participants will be identified and how initial contact will be made.
	     



What is the expected number of participants? 

	     


What is the proposed method of recruitment of participants?

	     



SECTION 6:  Consent

(NHMRC “National Statement on Ethical Conduct in Human Research 2007”, Chapter 2.2, 2.3)

Informing Participants:  Participant Information Sheet and Consent Form

The potential participant must be provided with information at their level of comprehension about the purpose, methods, demands, risks, inconveniences, discomforts, and possible outcomes of the research (including the likelihood and form of publication of research results).

Will the research involve informed consent of participants?

Yes  FORMCHECKBOX 


 No FORMCHECKBOX 

If yes, how will informed consent be obtained/recorded?

	     



If no, please justify why consent will not be obtained?

	     



N.B. If this study is using data already collected/retrospective study and there is no patient contact then the researcher must also fill in Section 2 of the Victorian Specific Module (privacy) 
SECTION 7:  Information Protection (Confidentiality, Data Storage and Security)

(NHMRC “National Statement on Ethical Conduct in Human Research 2007”, section 1 and NHMRC, Universities Australia “Australian Code for the Responsible Conduct of Research 2007”, Section 2)

Confidentiality:

Explain what methods will be used to guarantee confidentiality/anonymity of participant data.

	     



Data Storage and Security:

Explain how and where data will be held, including any arrangements for data security during?

	     



Please explain how long the data will be kept?

	     



How will data be disposed of?

	     



SECTION 8:  Dissemination of Results

(NHMRC “National Statement on Ethical Conduct in Human Research 2007”, section 1 and NHMRC, Universities Australia “Australian Code for the Responsible Conduct of Research 2007”, Section 4)

Explain when, how, where and to whom results will be disseminated, including whether participants will be provided with information on the findings or outcomes of the project.

	     



SECTION 9:  Declarations

Signatures and undertakings:

Applicant/Principal Researchers (including Students and Supervisors where permitted)
I/we certify that:

· All information is correct and complete as possible;

· I/we have had access to and read the NHMRC “National Statement on Ethical Conduct in Human Research” (2007)

· The research will be conducted in accordance with the National Statement;

· I/we have consulted any relevant legislation and regulations, and the research will be conducted in accordance with these;

· I/we will immediately report to the HREC anything which might warrant review of the ethical approval of the research, including:

· Serious or unexpected adverse effects on participants;

· Proposed changes in the protocol; and

· Unforseen events that might affect continued ethical acceptability of the project;

· I/we have attempted to identify all the risks related to the research that may arise in conducting this research and acknowledge my obligations and the rights of participants;

· I/we will not continue the research if ethical approval or site authorisation is withdrawn and will comply with any special conditions required by the HREC, including;

· Conditions of approval stipulated by the HREC

· Cooperate with monitoring requirements.  At a minimum annual progress reports and a final report will be provided to the HREC.

· I/we have the appropriate qualifications, experience and facilities to conduct the research set out in the attached application and to deal with any emergencies and contingencies related to the research that may arise;

· This project complies with the Mercy Health guidelines for submission for Low Risk Research review.

	………………     ………………..

(Principal Researcher)

……………………     …………………….

(Print Name in block letters)

Date:       /     /     



	…………………     ………………

(Other Researcher)

………………………     …………………….

(Print Name in block letters)

Date:      /     /     

	…………………     ………………

(Other Researcher)

………………………     …………………….

(Print Name in block letters)

Date:      /     /     



Site Sponsor (if required):

I certify that:

· I am familiar with this project and endorse its undertaking;

· I am familiar with and agree to comply with the roles and responsibilities of the “Site Sponsor” as outlined in the QH Research Management Policy;

· The researchers have the skill and expertise to undertake this project appropriately or will undergo appropriate training as specified in this application.

	Title:

     
Name:

     
Position:

     
Organisation Name:
     
Signature:

     
Date:

     



Heads of Departments/Divisional Director:
Departmental signatures must be obtained before submission to HREC office
I/we certify that:

· I/we are familiar with this project and endorse its undertaking;

· The resources required to undertake this project are available;

· The researchers have the skill and expertise to undertake this project appropriately or will undergo appropriate training as specified in this application.

	Mercy Site Department Head

                             Date 

Clinical  Services Director( Mercy Health Services)

     Date

Program Director ( Mercy Health Services) 

     Date




CEO signature will be obtained by HREC Administrative Officer after submission
	Chief Executive Director Health Services                                      Date

Dr Linda Mellors




Return to:
Ms Natasha Rooney


Administrative Officer



Human Research Ethics Committee



C/o Mercy Hospital for Women



163 Studley Road, Heidelberg



VIC 3084



Tel: 8458 4808: Fax: 8458 4818 



Email: ethics@mercy.com.au 
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