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HE 03/
 

University of Wollongong/ILLAWARRA AREA HEALTH SERVICE

Human Research Ethics Committee
INITIAL APPLICATION FOR APPROVAL TO UNDERTAKE

RESEARCH INVOLVING HUMAN PARTICIPANTS

(A separate application is required for each project)

Please answer questions in terms understandable to the layperson.

1.
Descriptive Title of Project:



Course Code: MACS 325

 Course Title: Happiness: investigating its causes and conditions

2. 7 line summary of project aims:

This subject explores the causes and conditions for happiness in society. As a part of the assessment process, students will form teams of 2-4 to carry out an assessment of the causes and conditions of happiness within an external group. Students will make contact with an appropriate group, negotiate the conditions of their study, carry out an assessment of an identified issue of happiness within the group and make recommendations as to how happiness of group members could be increased. Students will write up a report of the project’s methods and findings. 

3.
Name
Position/Appointment
Institution
Qualifications


Chief Investigator(s)



(Academic or Professional)


Professor Brian Martin PhD

Address for Correspondence (1st named investigator):

School of Social Science, Media and Communication

Faculty of Arts

University of Wollongong

Wollongong NSW 2522

Contact Phone Number: Fax: 4221 5341



Email: bmartin@uow.edu.au

Associate Professor Chris Barker PhD

Address for Correspondence (2nd named investigator):

School of Social Science, Media and Communication

Faculty of Arts

University of Wollongong

Wollongong NSW 2522

Contact Phone Number: 4221 3671 Fax: 4221 5341



Email: cbarker@uow.edu.au


Other Participating Researchers: (names/address/contact details of other researchers working on this project) 

 Students in MACS 325

4. Where will potential participants be approached by the researchers to seek their participation in the research and where will research activities involving participants be conducted:

Participants will be recruited in the following ways:

· By networking. That is, by approaching people known to the students and giving them an information sheet.

· By making contact by phone or in writing with to a specific community group or organisation with a request for participation (the students would then need to gain a letter of consent) 

Research activities will be conducted on the premises of the group that is the subject of the research.

Purpose and Funding of Project

5.a
Is this:
Staff Research (University of Wollongong)


 
______Staff Research (Illawarra Area Health Service)




X Student Research (Post grad. degree or subject)X



Course undertaken MACS 325




Unit/ Faculty/Department MACS/ SSMAC/ Arts



Supervisor Professor Brian Martin and A/Prof Chris Barker





______Other (Please specify e.g. for external people who want to research Uni 




students or IAHS clients)

5.b
What is the source and amount of funding from all sources for this research?

	Source (Name of Organisation / Funding Scheme)
	Amount 

	No Funding
	


5.c
Is there any affiliation or financial interest between the sponsor/funding body and the researcher(s) or supervisor associated with this research? If Yes, Please declare. N/A

5.d
Are there any conditions placed on this research by the funding body? (please provide details) N/A

5.e
Is a copy of the HREC approval to be forwarded to the Granting Body?
N/A

If YES, please advise of any deadlines:

6.
Has this research project been reviewed by any other Institutional Ethics Committee? (for example multi-centre research) 
NO 


If YES, include a copy of any correspondence the sponsor or researcher has entered into with the other Ethics Committee(s) to this point.

7.
Research Categories


Please mark the research categories relevant to this research proposal. See guidelines for descriptions of the categories. At least one category should be marked for each grouping. For "Other", please specify.


If your research only involves participants and research procedures from a-d under 


A Participants and B Research Procedures Used, it may be open to expedited review by the Chair of the HREC. In that case, submit only one copy of your application (please see guidelines regarding expedited review).

Marked Y (Yes) N ( NO)
A
Participants 


a.
Healthy members of the community Y

b.
University students

N

c.
Employees of a specific company/organisation
Y

d.
Members of a specific community group, club or association Y 

e.
Clients of a service provider N

f.
Health Service clients (e.g. users/clients of a health service) N

g.
School children
N

h.
Hospital in-patients
N

i.
Clinical clients (e.g. patients)
N


j.
Aboriginal/Torres Strait Islander people
N

k.
Members of socially disadvantaged groups N

l.
Cadavers/ cadaveric organs N

m.
Other: 










Expected age(s) of participants – please circle one or more 

Children (under 14) NO 
Young people (14-18) NO

Adults (> 18)
Yes

B
Research procedures used

a.
Anonymous questionnaires/ surveys
N

b.
Coded (potentially identifiable) questionnaires/ surveys N

c.
Identifiable questionnaires/ surveys N

d.
Examination of student work, journals etc N

e.
Examination of medical, educational, personnel or other confidential records N

f.
Observation (overt) Y

g.
Observation (covert) N

h.
Interviews (structured or unstructured) Semi structured Interviews Y
i.
Telephone interviews N

j.
Procedures involving physical experiments (e.g. exercise, reacting to computer images) N

k.
Procedures involving administration of substances (e.g. drugs, alcohol, food) N

l.
Physical examination of participants (including eg. blood glucose, blood pressure and temperature monitoring) N

m.
Collection of body tissues or fluid samples N

n.
Surgical procedures N

o.
Other: 










C
Research areas

a-d yes

e-n no

a.
Qualitative research 

b.
Social Science research 

c.
Humanities research 

d.
Educational research

e.
Health research 

f.
Psychological research 

g.
Comparison or evaluation of drugs or surgical or other therapeutic devices 

h.
Comparison or evaluation of clinical procedures

i.
Comparison or evaluation of counselling or training methods

j.
Investigation of the effects of an agent (drug or other substance)

k.
Investigation of bio-mechanical processes

l.
Biomedical research

m. Epidemiology

n. Genetic research

o.
Other: 










8.a
Does the project involve the use of drugs? 
NO


If YES give details: 


Is the research clarified as a:












CTN Trial CTX Trial Other (Please detail) 

8.b
Does the project involve the use of a surgical or other therapeutic device? (please detail)
NO

8.c
If you answered YES to 8a. or 8b., is there any business or similar association between the researcher and the supplier of a drug or surgical or other therapeutic device to be used in the trial? (please detail).


If you answered YES to 8a. or 8b., please include the budget for this trial including information about capitation fees, payments to researchers, institutions or organisations involved in the research, current and consequential costs and costs which may be incurred by participants.


Please include evidence of arrangements to ensure adequate compensation to participants for any injury suffered as a result of participation in the trial. (Indemnification forms and, if the research is being undertaken in a private practice, evidence of adequate and appropriate insurance coverage)

9.
Justify the design of your proposed research and describe what you want participants to do. 


Please provide an explanation, in terms understandable by a non-expert reader. For student researchers, please provide (in no more than 2 pages) the background to this project (Attach extra sheets if necessary)

Methodology Ethnographic research is a long established research method within cultural studies concerned with exploring the values and meanings of persons in the context of their way of life, that is with questions of cultures, life-worlds and identities. Observation and Interviews are the central methods of ethnographic studies. They allow us to gain depth and detail in relation to the meanings deployed by participants. This approach is well established within the Humanities and Social Sciences and the above represents a standard justification.

The Study Students will identify an appropriate organisation or group or part thereof (e.g. a department or section) and carry out an assessment of an identified issue of happiness within the group and make recommendations as to how happiness of the group members could be increased based on the classroom learning and reading that they have done. Students will carry out selective interviews. The exact terms of the study will be negotiated with the appropriate managers or leaders of the organisation. All persons interviewed will be given an information sheet and asked to sign a consent form.
Students will devise a specific scheme of core questions based on model questions (attached). The staff subject coordinators will check these questions for their appropriateness before the interviews take place.
10. Please provide a brief statement of the ethical considerations relevant to the proposed research; specifically in relation to the participants’ welfare, rights, beliefs, perceptions, customs and cultural heritage both individual and collective. (Attach an extra sheet if necessary)

The participants in the research will be adults able to give informed consent and will be given an information sheet that clearly outlines the purposes of the research and the uses made of data. Participants will come from groups broadly similar in background to the student researchers being themselves from the student body or from community groups that are similar to the student researchers in background. Thus, in the context of a liberal democracy the rights and welfare of the participants are protected by their ability to decline to consent or to withdraw at any time without penalty. 

11. Referring to the categories of participants to be involved in this project identified in question 7, above, What is the rationale for selecting participants from this/these group/s? 

They are able to give informed consent, they do not constitute any at risk or vulnerable groups and they are unlikely to raise any serious issues of cultural misunderstanding between interviewer and participants. 

12.
How will potential participants be approached initially and informed about the project? Please explain in detail and include copies of any letters, advertisements or other recruitment information. (e.g. direct approach to people on the street, mail-out to potential participants through an organisation, posters or newspaper advertisements, etc)

Students will:

1. Identify an appropriate organisation or group

2. Approach the key manager or leader of that organisation in writing or by phone or in person (with an appointment) with a request to carry out the proposed research

3. Negotiate the terms of the research with the manager or leader 

4. Design an information sheet based on the terms of the research that have been negotiated

5. Distribute information sheets to all persons  to be interviewed 
   6. Collect consent forms from all persons to be interviewed 
Template for Information sheet and consent form included.

12. How many participants in total do you anticipate will be involved in the project? If the research has several stages involving different participants, please provide the total number of participants expected as well as the number of participants involved in each stage.

MACS325 will be offered for the first time in 2009. Hence student numbers are uncertain. We estimate 40 to 60 students will be involved, working in teams of 2 to 5. Assuming about 15 teams, each of which interviewing 5-10 persons, there would be 75-150 participants.

14. Participant Consent 

Attach copies of any letters of invitation, information packages, consent forms, proxy/substitute consent forms, debriefing information, identification cards, contact detail cards, etc.

Attached.

14 a.
Is it anticipated that all participants will have the capacity to consent to their participation in the research? 


















YES


If NO, please explain why (e.g. children, incompetent participants, etc.) and explain how proxy or substitute consent will be obtained from the person with legal authority to consent on behalf of the participant (see Guidelines). 

14 b. For participants who have the capacity to consent, how does the process ensure that informed consent is freely obtained from the participant?

Participants will be given an information sheet to read (as well as being given a verbal explanation). Participants will indicate their consent by signing the consent form (attached).

14 c. Will written consent from participants be obtained? 



YES


If NO, please explain why it would be inappropriate or unethical to seek written evidence of consent to this project.

15. Are any participants in a dependant relationship with the researcher, the institution or the funding body (for example the researcher’s clinical clients or students; employees of the institution; recipients of services provided by the funding body)? If so, what steps will be taken to ensure that participants are free to participate or refuse to participate in the research?

No. It will be clear in the consent form that refusal to participate or withdrawal will carry no adverse consequence in the relationship to the university.

16. How does the project address the participants’ freedom to discontinue participation? Will there be any adverse effects on participants if they withdraw their consent and will they be able to withdraw data concerning themselves if they withdraw their consent? 

It will be clear in the consent form that refusal to participation or withdrawal will carry no adverse consequence in the relationship to he university.

17. Does the project involve withholding relevant information from participants or deceiving them about some aspect of the research? 

NO

If YES, what is the justification for this withholding or deception and what steps will be taken to protect the participants’ interest in having full information about their participation?

18.
Will participants be paid or offered any form of reward or benefit (monetary or otherwise) for participation in the research? If so, please detail and provide a justification for the payment, reward or benefit.


No payments will be made.

19.
Confidentiality:


What measures will be taken to protect the privacy of individual subjects in terms of the test results and other confidential data obtained (both in recording the data and in its publication)?


No actual names will be used in the student’s work. Any recordings made will be locked away for 5 years and then destroyed. None of the data will be used for publication without seeking further consent from the participants.

20.
Will information collected from data or interview be published? 
NO


If YES, please indicate what form this will take (Please note that any further use of information which may identify a participant is conditional upon the participant’s permission for such use):


21.
Will any part of the research activities be placed on an audiotape, film, photograph or videotape?
YES

Audiotape only


To what purpose will the audiotape, film, photograph or video-tape be used? 


For the purposes of transcription only







For what audience(s) will the audiotape, film, photograph or video-tape be exhibited? 


The student researchers and their supervisor only








22. How will the data (including questionnaires, surveys, computer data, tapes, transcripts and specimens) be held securely, during and on completion of the project?

 In a locked filing cabinet in the offices of Professor Brian Martin and A/Professor Chris Barker, Faculty of Arts



Please confirm that original data will be held securely for a minimum of 5 years (15 years for clinical research). 
YES


If NO, please give reasons why it would be unethical to store the data for this period.

23.
Does the project involve the use of invasive procedures (e.g. blood sampling) or the risk of physical harm or emotional distress?
NO


If YES, give details: 

Explain how the risks of harm or distress will be minimised. In the case of risks of emotional distress, what provisions have been made for an exit interview or the necessity of counselling?

24.
Does this project involve obtaining information (e.g. data) of a private nature from any Commonwealth/State/Local Government Department or any other Agency, including health records from Area Health Services. 
NO


If YES, which Department (s)/Agency? 


Please include copies of any correspondence regarding permission to access this information from a responsible officer of the Agency and complete a Privacy Guideline Form (available from Ethics Officer).

25.
Does the research intend to determine whether illegal activity has occurred or anticipate that participants may reveal information about criminal activity ? 
NO


If YES, how do you propose to respond to the legal issues raised?


26.
Period of Research Clearance Requested (Please specify as near as possible 'start' and 'finish' dates for the conduct of research): 






FROM: 01 ......./.....03.../....2009.......
TO: 01......../......07.../.......2009.

27.
Any research project that involves the collection of data should be designed so that it is capable of providing information that can be analysed to achieve the aims of the project. Usually, although not always, this will involve various important statistical issues. It is important that the design and analysis be properly planned in the early stages of the project. You should seek statistical advice. The University of Wollongong has a Statistical Consulting Service that provides such advice to research students and staff undertaking research.

Are statistical issues relevant to this project? 




NO

If so, have you discussed this project with the Statistical Consulting Service? 
NO

Comments:

DECLARATION BY CHIEF INVESTIGATOR


I, the undersigned, have read the current National Statement on Ethical Conduct in Research Involving Humans:

 
http://www.health.gov.au/nhmrc/publications/synopses/e35syn.htm
and accept responsibility for the conduct of the research activities detailed in this application in accordance with the principles contained in the National Statement and any other conditions laid down by the University of Wollongong's Human Research Ethics Committee.


Chief Investigator's signature/s:



Date: 



If the Chief Investigator is a student include:


Supervisor's signature:



Date: 


Signature/s of other researcher/s: (The first named researcher will assume responsibility for the project in the absence of the Chief Investigator)



Date: 


DECLARATION BY HEAD OF UNIT

As Head of Unit I have responsibility for ensuring that Occupational Health and Safety (OHS) issues surrounding research in the Unit are addressed. 

(please tick all relevant boxes)

___
I am satisfied that a general risk assessment for the research project addressed in this application has been completed adequately

___
I will ensure that a risk assessment specific to this application will be completed prior to commencing the activities described in this application

___ 
I will ensure that there exist appropriate mechanisms to address potential OHS issues that may arise and I have responsibility for implementing those mechanisms

___
I will ensure that mechanisms exist for ongoing assessment of the OHS issues related to this research

___
This research involves use of radiation, chemicals or biohazards. A Risk Assessment has been conducted and is attached to this application


Head of Unit’s Signature.................................................Date........................
NOTE: RESEARCH MUST NOT COMMENCE UNTIL APPLICATION HAS BEEN FULLY APPROVED.

CHECKLIST 

Applications should be sent to the Ethics Officer, Human Research Ethics Committee, Office of Research, University of Wollongong, Northfields Ave, Wollongong NSW 2522


Original Ethics Application plus appropriate number of copies (See Guidelines)


Consent Form(s) 


Participant Information Sheet/Package


Copies of Questionnaire(s)/Survey(s) or Interview Questions


Copies of all documents and other material used to inform potential participants 


about the research including advertisements and letters of invitation.


Evidence of permission to conduct research in locations not associated with the 


University of Wollongong


Evidence of approval/rejection by other HREC(s), including comments and requested alternations to the protocol 


Any form requiring signature by the HREC (one copy)


For Clinical Trials : Application Form (original +14 copies), Patient 


Information Package (14 copies), Consent Forms (14 copies), Indemnity Form (14 copies), Protocols (14 copies), Advertisement (14 copies), Summary Sheet (14 copies), Budget (14 copies), Insurance information (if in Private Practice) (14 copies), Investigator’s Brochure (5 copies), CTN or CTX Form (1 original copy)

Form Revised Jan 2003 
