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Project Description

The purpose of this study is to investigate the effect of intermittent dieting compared to continuous dieting on weight loss after 8 weeks of dieting, 8 weeks for continuous and 16 weeks for intermittent using a “week-on, week-off” strategy. We will also look at the effects on weight loss maintenance after 12 months. Another aim is to look at changes in muscle mass, blood pressure, blood lipids and glucose.
How will the study be carried out?

This study will last for a total of 12 months. You will be allocated into one of two groups. Group 1 will be asked to follow a weight-loss diet continuously and group 2 will be asked to follow a weight-loss diet every second week and return to their usual eating habits on the non-diet week. There will be an intensive period of 8 weeks for group 1 and 16 weeks for group 2 with regular visits to the research clinic, every two weeks for group 1 and every 4 weeks for group 2. After the intensive period you will be asked to continue the same strategy (either continuous or intermittent) over the next 44 weeks with fewer visits (one every 3 months) to the clinic. During the follow-up period the weight-loss diet will be more “relaxed” and you will be advised to increase your energy intake. You will be provided with detailed advice on how to implement the diets during both the intensive and follow-up periods.
You will be asked to attend a maximum of 8 appointments at the University of South Australia.  These visits are to provide support as you lose weight and clarify any questions you may have. On 3 of these visits you will be asked to give a fasting blood sample. The blood sample will be taken by a trained person from the vein in your arm. Your body composition will be measured on the same 3 occasions by a dual energy x-ray absorptiometry (DEXA) scan which uses x-rays to create an image of the body.  Blood pressure will be measured using blood pressure cuffs around your upper arm (no undressing is required). Blood samples will be frozen and stored for future analysis. Only the study ID will be used when storing the samples your personal details will not appear. You will be asked to increase the number of steps/day you take to 10000 and you will be given a pedometer. You will be asked to record your food intake for 3 days each week during the first 8 / 16 weeks and you will be given a kitchen scales to do this. You will be asked to weigh your food on 3 days/month during the follow-up period. 
Your weight will be measured at all visits.

What are the benefits of participating in the Study?

You are expected to lose weight and this has many benefits to your health. You will be providing a valuable contribution to the knowledge in this field.  
Participation is voluntary.  If you do not wish to participate, you will not be affected in any way.  You are free to withdraw from the research project at any stage and your medical care will not be affected now or in the future. In the event of a pregnancy occurring, please notify the investigator as soon as is practically possible as you will be withdrawn from the study.
Are there any risks involved?

In this project you will be exposed to radiation at a level considered safe for you as long as you have not also been exposed to radiation in other research projects or as a part of investigation (X-Rays) or treatment (Radiotherapy) in the past year.  The level of radiation is very low and equivalent to about 1/10,000th of the natural background radiation dose that we receive in Australia each year.  Please let the researcher know if you have had any exposure to radiation for any reason in the last year.   

We foresee no additional risk in this project other than one of possible discomfort and/or bruising from taking blood samples.  The use of a blood pressure cuff may be uncomfortable.  The study may also be inconvenient at times, due to giving up time to participate in this research, and keeping track of your diet. We will make every effort to minimise any inconvenience to you.

Is my privacy protected?
All information collected as part of the study will be retained for a period of fifteen years in both hard and electronic copy at the University of South Australia, City East Campus, in the School of Pharmacy and Medical Sciences.  Information is stored in a locked office and on password protected files.  Only the researchers listed above will have access to these files.  Personal identification will be removed at the end of data collection, so no information will be individually identifiable.   Your responses will be kept confidential by the researcher and will not be identified in the reporting of the research.  All records containing personal information will remain confidential and no information which could lead to identification of any individual will be released.  Our results will show summary data only. 

Study results 

A summary of the results of the study will be mailed to you at the completion of the study (mid 2015).

Questions?

Please feel free to ask us any questions about the information in this document.  You may also wish to discuss the project with a relative or friend or your Medical Practitioner. 

Consent Form

Once you understand the project and if you agree to take part in it, you will be asked to sign the Consent Form.  By signing the Consent Form, you indicate that you understand the information provided and that you give consent to participate in the research project.  You may withdraw from the study at any time after you have commenced and your medical care will not be affected.
You will be given a copy of this form to keep as a record.   

The research will be conducted according to the NHMRC National Statement on Ethical Conduct in Human Research.

This project has been approved by the University of South Australia's Human Research Ethics Committee. If you have any ethical concerns about the project or questions about your rights as a participant please contact the Executive Officer of this Committee, Tel: +61 8 8302 3118; Email: vicki.allen@unisa.edu.au'
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