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Part 1
What does my participation involve?

1
Introduction
You are invited to take part in this research project. This is because you have acute myeloid leukaemia (AML) or acute lymphoblastic leukaemia (ALL). The research project is testing whether a new dietary intervention will protect normal, non-cancer cells from chemotherapy damage. The new treatment is called “A short-term ketogenic diet combined with 24-hour fasting (sFKD) before and during chemotherapy”.
This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatments involved. Knowing what is involved will help you decide if you want to take part in the research.
Please read this information carefully. Ask questions about anything that you don’t understand or want to know more about. Before deciding whether or not to take part, you might want to talk about it with a relative, friend or your local doctor.
Participation in this research is voluntary. If you don’t wish to take part, you don’t have to. You will receive the best possible care whether or not you take part.

If you decide you want to take part in the research project, you will be asked to sign the consent section. By signing it you are telling us that you:
• Understand what you have read
• Consent to take part in the research project
• Consent to have the tests and treatments that are described

• Consent to the use of your personal and health information as described.

You will be given a copy of this Participant Information and Consent Form to keep.
2 
What is the purpose of this research?
The main goal of chemotherapy is to kill cancer cells and cure the disease. However, the damage caused to normal cells by chemotherapy increases an individual's likelihood of poor health and disability. There are no current treatments that act broadly and long-term to protect cells and organs during chemotherapy, the over-arching goal of this study is to provide a new dietary approach for the prevention and treatment of acute and chronic chemotherapy-induced damage. There is evidence in animal models that fasting and ketogenic diets protect non-cancer cells from chemotherapy, however, human studies are lacking; and long-term fasting in cancer patients is not possible. Ketogenic diets (KD) that are high in fats and low in carbohydrates but provide the same amount of energy mimic the effects of prolonged fasting. We hypothesise that a combination of a KD with up to 24-hr fasting (sFKD) will provide protection for normal cells in patients receiving chemotherapy.
The aims of this study are to 1) determine if the sFKD can reduce the rate of serious infection and death compared to a standard diet in patients receiving chemotherapy; and 2) assess the effect of a sFKD on cell and organ damage. This will help designing future studies in other blood and solid organ cancers.
Ketogenic diets have been used in Australia to treat childhood and adult epilepsy. However, it has not been used to reduce side-effects of chemotherapy in AML or ALL. This means that it must be tested to see if it is an effective treatment for reducing side-effects of chemotherapy in AML and ALL.
This research has been initiated by the study doctors, Associate Professor Stephen Fuller and Professor Luigi Fontana.
This research has been funded by an NHMRC Investigator Grant Scheme awarded to Professor Luigi Fontana and a grant from the Philip Bushell Foundation.
This research is being conducted by the Healthy Longevity Research and Clinical Program, Charles Perkins Centre and the Faculty of Medicine and Health, The University of Sydney at 2 sites: Nepean Hospital and Westmead Hospital. 
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What does participation in this research involve?

You will be randomised to either a standard hospital diet or a ketogenic diet for approximately 5 days before chemotherapy and 7 days during chemotherapy combined with a 16 hour fast before chemotherapy commences (total diet length approximately 12 days). Sometimes we do not know which treatment is best for treating or preventing a condition. To find out we need to compare different treatments, we put people into groups and give each group a different treatment. The results are compared to see if one is better. To try to make sure the groups are the same, each participant is put into a group by chance (random 2:3).
We are aiming to include 167 participants in this study, in two groups or “study arms”.
Arm one: 100 participants will be randomly allocated to receive a sFKD.
Arm two: 67 participants will be randomly allocated to receive a standard diet.

If you take part in the study, your chance of receiving a sFKD is 60% that is 3 of every 5 people in the study. In addition, each day you will be asked to fill in a Food Diary, the Food Acceptability Questionnaire, a Food Craving Inventory and questionnaires for constipation and indigestion. The questionnaires and inventory each take a few minutes to complete.
Trial Participants

Participants with acute myeloid or lymphoblastic leukaemia will be invited to participate in the study. Each participant must be willing and able to give informed consent for participation in the trial; aged 18 years or above and scheduled to undergo 3 or more cycles of chemotherapy. You must be active and out of bed for more than 50% of the day, not be underweight; have adequate kidney function; be able to complete the food diary by yourself or with assistance; and be able and willing to receive a sFKD prior to and during chemotherapy.

You cannot participate if you are pregnant or a breast-feeding nursing woman; have diabetes mellitus type 1 or type 2 undergoing therapy with insulin; have a history of low serum blood sugar or an insulin-producing tumour; a history of heart failure; if you are receiving intravenous feeding; or if you are known to have an inherited condition that affects metabolism of fats to energy. 

Recruitment

Your treating Haematologist will introduce the study to you and show you the Study Recruitment Flyer, and if you are interested in participating a Haematology Clinical Trials Coordinator will discuss the study with you. The Haematology Clinical Trials Coordinators are not part of the treating team. You will be given time to consider involvement and your treatment and relationship with treating clinicians will not be affected by a decision not to participate.

Informed Consent

You must personally sign and date the latest approved version of the Patient Informed Consent form before any trial specific procedures are performed.

You are free to withdraw from the trial at any time for any reason without prejudice to future care, without affecting your legal rights and with no obligation to give the reason for withdrawal.

You are able to question the Investigator, your GP or other independent parties to decide whether you will participate in the trial. A copy of the signed Informed Consent will be given to you and the original signed form will be retained at the trial site.

Screening and Eligibility Assessment

A bone marrow biopsy and peripheral blood is taken to confirm the diagnosis of AML or ALL. The pre-screening consent form will be used to collect extra bone marrow for baseline assessments of cellular damage, and to collect an optional skin and subcutaneous fat biopsy at the bone marrow biopsy site. The extra bone marrow is studied, and screening procedures are performed only after you provide written informed consent in the pre-screening consent form. If you are ineligible for the study after pre-screening, your involvement finishes there, and no more samples are collected. Samples already collected may be used for further experiments. .

Once a diagnosis of AML or ALL is confirmed, the Haematology Clinical Trials Coordinators will perform the following: record demographics, medical history, concomitant medications, physical examination, electrocardiogram, and basic laboratory tests. Extra blood will be drawn at baseline for plasma glucose, insulin, and other hormones. 

You will be treated with standard chemotherapy and randomised to receive either: 1) the sFKD diet; or 2) a standard diet. Following recovery, disease response will be assessed as standard of care by a bone marrow biopsy and the skin and fat biopsy will be repeated at the same site
If you are randomised to the isocaloric sFKD, it will consist of 90% energy from fat, 5-7% from protein, and 3-5% from carbohydrate, started approximately 5 days before commencing chemotherapy and during administration of chemotherapy and combined with a 16 hour fast before administration of the first dose of chemotherapy. The sFKD will start before and continue during the consolidation phases of chemotherapy. If you are randomised to the sFKD, you agree to eat the items served and report any wastage in a food diary that is monitored by the dietitian and research team. If you are randomised to a standard diet, you will also be required to fill in a food diary and your diet will be monitored by the dietitian and research team. The ketogenic diet intervention will be administered 3 times per day (breakfast, lunch, and dinner) for 4 days, beginning 5 days before scheduled chemotherapy. You will then fast, that is eat and drink nothing except water for 16 hours overnight before the scheduled first dose of chemotherapy. The ketogenic diet will then be continued 3 times per day during chemotherapy (7 days for the first cycle and then 5 days for subsequent cycles). The total duration of the dietary intervention is approximately 12 days for the first cycle of treatment and 10 days for subsequent cycles. For participants 60 years of age and younger, a further 2-4 cycles of therapy will be administered, and for those over 60, a further 1-2 cycles will be administered. Each cycle of treatment is administered at a frequency of approximately 28 days. If you are receiving azacytidine and venetoclax, the dietary intervention will begin 5 days before and during the 7-day course of azacytidine.
A study team member will administer menus that consist of breakfast meals (e.g. scrambled eggs and bacon, avocado, and Hollandaise sauce) combined with “Ketocal” a ready-to-drink, nutritionally complete feed, very high fat and low carbohydrate with fibre, and lunch/dinner meals (e.g. mashed potato, poached fish and hollandaise sauce, avocado pulp). In addition, the research team will provide extra snacks, drinks, and supplement meals that are keto-compliant to increase variety and cater to your taste.
In-hospital meals are provided by study team members. Prior to admission for the 2nd cycle of chemotherapy onwards or if you are receiving azacytidine and venetoclax, you will be able to discuss with the study team whether you would like to continue the ketogenic diet for your next cycles. The decision of whether to continue will be based on safety, evidence of prior compliance, and cycle 1 results. The final decision will be made by the study team.  
The primary objective of the study is to determine if the sFKD can reduce the rate of serious infection and death; and assess the safety, feasibility and efficacy of the sFKD. Information will be collected using the Food Acceptability Questionnaire and the Food Craving Inventory, clinical examination, urine, faeces, blood, skin, fat and bone marrow collections. Blood will be collected as per standard of care for AML and ALL patients: daily blood draws for full blood count (FBC), electrolytes and liver function tests (EUCs and LFTs). Extra blood (30 ml) will be collected for study secondary outcomes. These outcomes are the following:

1. The number of severe infections when your blood counts are low

2. Time taken for recovery of white cells after chemotherapy.

3. Short-term chemotherapy toxicities such as inflammation of the mouth, nausea and vomiting, diarrhoea, and hair loss.

4. Changes in plasma glucose, insulin, and other hormones.

5. Markers of cellular damage and cell ageing.

6. Cardiac toxicity.

7. Changes in the microbial composition of the gut.

8. Changes in gut permeability
Blood will be collected using either a central venous catheter or peripheral veins. If using peripheral veins, a second venepuncture is not required. Bone marrow biopsies will be performed as per standard of care, before chemotherapy, after recovery, and after each consolidation chemotherapy cycle. Extra bone marrow (20 ml) will be collected for study secondary outcomes. To assess changes in the bacterial composition of the gut, stool samples will be collected at baseline and regularly during treatment. Blood and urine samples will be collected regularly to assess changes in key metabolites and excretion of ketones. To assess the effect on cardiac toxicity of anthracycline therapy, blood cardiac enzyme levels will be assessed, and echocardiography will be performed at baseline and, if possible,24 months.

Subsequent Visits

You will be an in-patient from presentation and discharged from hospital following neutrophil recovery, resolution of any infection, commencing a normal diet and mobilisation.
For approximately 5 days prior to coming into hospital for your subsequent courses of chemotherapy, a member of the study team will visit you to supply the sFKD. If you are randomised to a standard diet, you can have whatever meals you would normally have at home, but you will record your meals in a food diary.
Regularly when you are in hospital, a member of the study team will visit you to record information on your physical well-being, medications, and ask how you are coping with the diet.

As part of usual care, once all treatment has finished, you will be seen in the clinic for a blood test and physical examination every 3 months for a total of 2 years. We may collect extra blood (30 ml) at these visits for study secondary outcomes and echocardiography will be performed at 24 months.
Safety Monitoring Committee

An independent Data and Safety Monitoring Board will evaluate the study safety data throughout the duration of the trial; evaluate the efficacy of the study intervention at regular intervals and independently provide recommendations to the study sponsor to either continue, amend or terminate the trial.
This research project has been designed to make sure the researchers interpret the results in a fair and appropriate manner.
There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.
It is desirable that your local doctor be advised of your decision to participate in this research project. If you have a local doctor, we strongly recommend that you inform them of your participation in this research project.
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What do I have to do?
Before you can take part in the study, you should read this information sheet carefully and ask any questions you may have about the study. If you wish to take part after reading this information sheet, you will be asked to sign the consent page at the end of the form. 

You will be asked to complete a diary that to report the acceptability of the dietary intervention and level of adherence to the diet.
You must be willing to undergo short-term ketogenic diet combined with 16-hour fasting prior to and during chemotherapy.
5
Other relevant information about the research project
The trial settings are Nepean Hospital and Westmead Hospital. Some of the study laboratory investigations will be conducted at the Charles Perkins Centre laboratories at the Camperdown Campus of the University of Sydney.
6
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
If you do decide to take part, you will be given this Participant Information and Consent Form to sign and you will be given a copy to keep.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with [Institution].
7
What are the alternatives to participation? 
You do not have to take part in this research project to receive treatment at this hospital. Other options are available; these include a standard hospital diet. Your study doctor will discuss these options with you before you decide whether or not to take part in this research project.  You can also discuss the options with your local doctor.
8
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, this study aims to further medical knowledge and possible benefits may include decreased short- and long-term side-effects of chemotherapy.
9
What are the possible risks and disadvantages of taking part?

Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor. Your study doctor will also be looking out for side effects.
There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor immediately about any new or unusual symptoms that you get.
Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor may need to stop your treatment. Your study doctor will discuss the best way of managing any side effects with you.

The known risks of this study are:
1. Bone Marrow Sampling (standard of care): this procedure is performed under sedation as part of your usual care and you will be consented separately for this procedure. The side effects include pain at the site where the needle is inserted (the iliac crest) that will be reduced by giving a local anaesthetic and if needed a short acting sedative. The procedure will be performed in the hospital and you will be monitored during and after the procedure; excessive sedation can lead to a reduced respiratory rate and agents that reverse the effects of the sedatives will be at hand. Bone marrow aspiration can occasionally lead to local bleeding that responds to the application of local pressure. Major bleeding is rare. The discomfort and risks associated with the procedure are more related to the procedure itself rather than the extra volume of marrow extracted for this study.

2. Blood samples (standard of care): minor bruising is possible, but collection will be done by experts to minimise risk. The discomfort and risks associated with the procedure are more related to the procedure itself rather than the extra volume of blood extracted for this study.
3. Constipation: one of the main side effects of the ketogenic diet and drugs used to treat constipation are usually required.
4. Excess uric acid and calcium excreted in urine: these levels will be monitored daily.
5. Acidosis: this will be monitored daily and if low will be treated.
6. Hypoglycaemia: will be monitored 3 times a day and if low, will be treated with 15 mL juice or intravenous glucose-containing fluids.
7. The skin biopsy is carried out using local anaesthetic. The procedure will be performed by a doctor, and it will take about 10 minutes. The skin is cleaned with antiseptic. A small amount of anaesthetic is injected into the skin to numb it. This may sting for a few seconds. When the skin is numb a small circle of skin is removed using a special tool. STERISTRIPS are used to close the wound. There will be a small scar where the biopsy was taken. This is usually red at first but will fade with time.
If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 
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What will happen to my test samples?
Collection of tissue, as described, is a mandatory component of the research. Tissue samples will be re-identifiable, meaning that identifiers are replaced by a code, with the key to the code stored securely and separate to the samples. 

After your blood, skin, fat, faeces, urine and bone marrow sample has been taken, these samples will be processed locally by the Nepean Clinical School laboratory (level 5, south block, Nepean Hospital) or sent to the Charles Perkins Centre at the University of Sydney. Samples sent to the Charles Perkins Centre, University of Sydney will be transported at no cost by Kristen Skarratt, Research Assistant where they will be processed, stored and tested as part of this research project.  
By signing this consent form, you are agreeing to your blood, skin, fat, stool, urine and bone marrow samples being stored at the Charles Perkins Centre. By agreeing to be part of this study you give up any property rights you may have in blood, skin, fat, faeces, urine and bone marrow sample. It is possible that results of the study will be used to develop tests, treatments or cures. There are no plans to provide financial compensation to you should this occur. 

We may also share non-identifiable research data with large data repositories (a repository is a database of information) for broad sharing with the research community.  If your individual research data is placed in one of these repositories only qualified researchers, who have received prior approval from individuals that monitor the use of the data, will be able to look at your information. If any data is used for future research, ethics approval will be sought.
Laboratory studies (standard of care, performed by NSW Health Pathology)

· Serum or urine beta-hCG (in women of child-bearing potential)

· Full Blood Count

· Biochemistry 

· Liver function 

· Coagulation 

· HIV, HBV, HCV screening (standard of care)

· Diagnostic bone marrow
Trial Laboratory studies (Blood)

Daily to discharge from hospital:

· Plasma glucose, insulin and other hormones and growth factors
· Measures of DNA stress 
· Measures of cardiac damage
Trial Laboratory studies (Bone Marrow)

· Measures of DNA stress and damage
Trial Laboratory studies (Stool samples)
· Gut microbiome sequencing 
Trial Laboratory studies (Urine samples)

Urine ketones other metabolites 
Trial Laboratory studies (skin and fat samples)

· Measures of DNA stress and damage
There is the possibility that research involving your blood or tissue sample may result in commercially viable technology or treatments. You will not, however, be able to claim financial benefit from any discoveries arising from the use of your tissue sample. Your stored sample will not be used by private or for-profit entities.
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What if new information arises during this research project?

Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, your study doctor will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw, your study doctor will make arrangements for your regular health care to continue. If you decide to continue in the research project you will be asked to sign an updated consent form.
Also, on receiving new information, your study doctor might consider it to be in your best interests to withdraw you from the research project. If this happens, he/ she will explain the reasons and arrange for your regular health care to continue.
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Can I have other treatments during this research project?

Whilst you are participating in this research project, you might not be able to take some or all of the medications or treatments you have been taking for your condition or for other reasons. It is important to tell your study doctor and the study staff about any treatments or medications you may be taking, including over-the-counter medications, vitamins or herbal remedies, acupuncture or other alternative treatments. You should also tell your study doctor about any changes to these during your participation in the research project. Your study doctor should also explain to you which treatments or medications need to be stopped for the time you are involved in the research project.
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What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
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Could this research project be stopped unexpectedly?

This research project may be stopped unexpectedly for a variety of reasons. These may include reasons such as:
• Unacceptable side effects

• The diet being shown not to be effective
• The diet being shown to work and not need further testing
• Decisions made by local regulatory/health authorities.
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What happens when the research project ends?

The study doctors can provide you with a summary of the study results, when they become available. You can speak with the research team if you would like to receive the study summary, however please be aware that we will not be able to provide individual results as our analyses will be done on groups of anonymised study data.
Your Haematologist will review you as per standard clinical practice.

Part 2
How is the research project being conducted?
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What will happen to information about me?
By signing the consent form, you consent to the study doctor and relevant research staff collecting and using personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. The samples will be kept in a freezer, in a laboratory with swipe-card access, on a floor with swipe-card access [Insert site]. Identifiers will be removed from the samples and replaced with a code. The key to the code will be kept on a password protected server. Participant information will be stored in a coded form in a database kept on the University of Sydney’s secure online platform. The code used for re-identifying participants will be stored separately to the database. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form, you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the Sponsor, [Name of institution], or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 
It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission. 
Information about your participation in this research project may be recorded in your health records. By signing the consent form, you agree to the study team accessing health records if they are relevant to your participation in this research project.
In accordance with relevant and other relevant laws, you have the right to request access to your information collected Australian and/or New South Wales privacy and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.
Any information obtained for the purpose of this research project that can identify you will be treated as confidential and securely stored.  It will be disclosed only with your permission, or as required by law.
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Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
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Who is organising and funding the research?
This research project is being conducted by:
Associate Professor Stephen Fuller

Consultant Heamatologist

Nepean Hospital

Derby Street, Kingswood, NSW, 2747

Dr Lachlin Vaughan
Department of Haematology

Westmead Hospital

Cnr Hawkesbury Road and, Darcy Rd, Westmead NSW 2145
Professor Luigi Fontana

Professor of Medicine and Nutrition

Leonard P Ullman Chair in Translational Metabolic Health

Director, Healthy Longevity Research and Clinical Program 

Charles Perkins Centre

Level 5 West, D17, Education and Research Hub, The Charles Perkins Centre, The University of Sydney, NSW, 2006

T: +61 2 8627 7499, M +61 4 0879 0318
[LHD] may benefit financially from this research project if, for example, the project assists [LHD] to obtain approval for new treatments to reduce the risks of short- and long-term side-effects of chemotherapy.  
By taking part in this research project you agree that samples of your blood, urine or other tissues (or data generated from analysis of these materials) may be provided to [LHD].  

[LHD] may directly or indirectly benefit financially from your samples or from knowledge acquired through analysis of your samples.
You will not benefit financially from your involvement in this research project even if, for example, your samples (or knowledge acquired from analysis of your samples) prove to be of commercial value to [LHD].
In addition, if knowledge acquired through this research leads to discoveries that are of commercial value to [LHD], the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

This research has been funded by an NHMRC Investigator Grant Scheme awarded to Professor Luigi Fontana and a grant from the Philip Bushell Foundation.
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Who has reviewed the research project?

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC).  The ethical aspects of this research project have been approved by the HREC of the Nepean Blue Mountains Local Health District.
This project will be carried out according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect the interests of people who agree to participate in human research studies.
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Further information and who to contact
The person you may need to contact will depend on the nature of your query. 
If you want any further information concerning this project or if you have any medical problems which may be related to your involvement in the project (for example, any side effects), you can contact the principal study doctor on [phone number] or any of the following people:

Clinical contact person

	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


For matters relating to research at the site at which you are participating, the details of the local site complaints person are:

Complaints contact person

	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact:

	Reviewing HREC name
	Nepean Blue Mountains Local Health District HREC

	Telephone
	(02) 4734 1998

	Email
	NBMLHD-Ethics@health.nsw.gov.au


Reviewing HREC approving this research and HREC Executive Officer details
Local RGO Office contact (Single Site - Research Governance Officer)
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]


[Insert Site Logo]
Consent Form - Adult providing own consent
	Title
	A short-term ketogenic diet combined with short-term fasting before chemotherapy in treating patients with acute leukaemia: a randomised controlled trial..

	Short Title
	An sFKD diet and chemoprotection

	Protocol Number
	[Protocol Number]

	Project Sponsor
	[INSERT LHD]

	Coordinating Principal Investigator/

Principal Investigator
	Associate Professor Stephen Fuller, Staff Specialist Haematologist, Nepean Hospital. 

	Associate Investigator(s)

	Professor Luigi Fontana, Dr Lachlin Vaughan, Dr Anita Shetty, Professor Kazuaki Negishi, Dr Faraz Pathan, Ms Kristen Skarratt, Dr Maria Lastra Cagigas 

	Location 
	[Location where the research will be conducted]


Declaration by Participant

I have read the Participant Information Sheet, or someone has read it to me in a language that I understand.
I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [Name of Institution] concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 
I acknowledge that any regulatory authorities may have access to my medical records specifically related to this project to monitor the research in which I am agreeing to participate.  However, I understand my identity will not be disclosed to anyone else or in publications or presentations.  

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 
I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Consent for collection, storage and use of blood and tissue samples
I consent to the storage and use of blood and tissue samples taken from me for use, as described in the relevant section of the Participant Information Sheet, for:

• This specific research project

• Other research that is closely related to this research project

	

	
	Name of Participant (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning the research project. 
Note: All parties signing the consent section must date their own signature
Consent for collection, storage and use of skin and fat samples collected from the bone marrow biopsy site
I consent to the storage and use of skin and fat samples taken from me for use, as described in the relevant section of the Participant Information Sheet, for:

• This specific research project

• Other research that is closely related to this research project

	

	
	Name of Participant (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


	

	
	Name of Witness* to Participant’s Signature (please print)
	
	

	

	
	Signature
	
	 Date
	
	

	


* Witness is not to be the investigator, a member of the study team or their delegate.  In the event that an interpreter is used, the interpreter may not act as a witness to the consent process.  Witness must be 18 years or older.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning the research project. 
Note: All parties signing the consent section must date their own signature
[Insert Site Logo]
Form for Withdrawal of Participation - Adult providing own consent
	Title
	A short-term ketogenic diet combined with short-term fasting before chemotherapy in treating patients with acute leukaemia: a randomised controlled trial.

	Short Title
	An sFKD diet and chemoprotection

	Protocol Number
	[Protocol Number]

	Project Sponsor
	[Project Sponsor in Australia]

	Coordinating Principal Investigator

Principal Investigator
	Associate Professor Stephen Fuller, Staff Specialist Haematologist, Nepean Hospital Professor Luigi Fontana, the Charles Perkins Centre, the University of Sydney, and Royal Prince Alfred Hospital

	Associate Investigator(s)

	Dr Lachlin Vaughan, Dr Anita Shetty, Professor Kazuaki Negishi, Dr Faraz Pathan, Ms Kristen Skarratt, Dr Maria Lastra Cagigas

	Location
	[Location where the research will be conducted]


Declaration by Participant

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with [Institution].
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


In the event that the participant’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher will need to provide a description of the circumstances below.
	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 

Note: All parties signing the consent section must date their own signature.
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