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	Longitudinal study of diet, lifestyle and biomarker predictors of pouchitis
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	Project Number
	99776

	Project Sponsor
	Monash University

	Coordinating Principal Investigator/
Principal Investigator 
	Dr. Zaid Ardalan (Monash University/Alfred Health)
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Part 1	What does my participation involve?

1	Introduction

You are invited to take part in this research project “Longitudinal study of diet, lifestyle and biomarker predictors of pouchitis”. This is because you have an ileoanal pouch – the result of surgery whereby the large bowel is removed due to medically unresponsive ulcerative colitis (UC) or familial adenomatous polyposis (FAP). This research is to assess whether lifestyle factors, such as stress and diet, as well as markers found in biological samples (hair and faeces) can be used as a means to predict a worsening of pouch function or pouchitis. Pouchitis is a common inflammatory condition of the pouch that leads to increased stool frequency, increased urgency, bloody stools and abdominal discomfort.  

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and research 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 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 the tests and research 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?

We aim to assess whether specific diet components and psychological factors such as stress can predict pouchitis. We also aim to assess whether faecal calprotectin (a marker of inflammation found in faeces) can be used as a test to predict worsening in pouch function or pouchitis. 

Pouchitis is the most common inflammatory condition for those living with an ileoanal pouch and its cause is largely unknown. There appears to be an interaction between the immune system, genetic factors, changes to gut bacteria residing in the pouch and environmental exposures that play a role. 

Interestingly, diet and stress are two factors that patients often report to be drivers of their flares in inflammatory bowel disease. There have only been a small number of studies looking at diet and its impact on the pouch or development of pouchitis, while no studies to date have examined the effects of stress and other psychological factors, such as anxiety, depression and coping mechanisms onpouchitis. 

Despite the relationship between diet and pouches being an under-researched area, we do know that food intolerances are very high in this patient group. Fruits and vegetables are often reported to cause gastrointestinal symptoms in patients with an ileoanal pouch. Some studies have found not consuming adequate amounts of fruit is associated with pouchitis, however, we don’t know whether eating less fruit is a consequence of developing pouchitis, rather than a cause. Another study found that following a Mediterranean diet pattern had a lower faecal calprotectin and a decreased risk of developing pouchitis. Dietary patterns such as the Mediterranean diet are known to have favourable effects on health outcomes in the general population, often linked to the fibre-rich anti-oxidant plant-based foods. However, it is unclear if the same foods, will benefit those with a pouch. 

Due to these gaps, this study will follow patients with an ileoanal pouch prospectively for 18 months to evaluate if diet, stress and faecal calprotectin play a role in predicting pouchitis or worsening of pouchitis. This is important because there are currently no dietary guidelines to help ileoanal pouch patients. It is expected that the results from this study will inform future research and advice given to patients living with an ileoanal pouch. 

The research has been initiated by Dr. Zaid Ardalan and Dr. Chu Yao. The results of this research will be used by the study coordinator Dakota Rhys-Jones to obtain a Doctor of Philosophy degree.


3	What does participation in this research involve?

Participation is voluntary and nothing takes place before a participant has read, fully
understood and signed an informed consent form. You may qualify to participate in this research because you have an ileoanal pouch. There are no costs associated with participating in this research project, nor will you be paid. 

A phone call will be scheduled with the researcher for screening to ensure you meet the below criteria. After this and once you have read and signed this participant information consent form (PICF) you are ready for participation. Contact details for the research team can be found at the end of this document.

	To be included in this trial you are:
	You are not eligible for inclusion in this trial if you:

	· Living with an ileoanal pouch 
· 18-75 years old  
· Living in Australia
· Ability to speak and read English
· Internet access
· Eligible for Medicare

	· Have chronic antibiotic refractory pouchitis (pouchitis that does not respond to antibiotics for ≥4 weeks) or 
· Inability to provide informed consent





All individually identifiable information (name, contact details) will be collected by the study coordinator and stored on a password protected drive on a Monash University server. After this, you will be given a study ID and all of the data collected below will be labelled with this study ID. 

There are no specific study visits to any treating hospital required to participate in this trial. There are three main components to this study – completion of food diaries, online questionnaires and collection of biological samples (faecal and hair). You will complete this on one day at 4 time points – baseline , 6 months, 12 and 18 months. The researcher will be in contact at each time point to remind you of when to perform any of the required tasks. You are free to contact the researcher via email or telephone at any time during your participation in the study to ask any study related questions. 

In between the 6 monthly data collection points, every 3-months, you will receive a phone call from the researcher to check whether pouchitis or treatment for pouchitis has changed. This is to monitor how your pouch is tracking and if responsiveness to treatment is maintained or changed. This will take approximately 10 minutes. 

Below are the main data collected as part of this research:

Baseline medical history and clinical information

There will be questionnaires related to your pouch, symptoms you experience and relevant medical information including medical history, pouch history and medication information. 

Researchers will access pouchoscopy and faecal calprotectin results from participants from The Alfred IBD pouch clinic and this data will be obtained safely on an Alfred server. 

If you are not a participant from The Alfred, we will ask you for copies of your faecal calprotectin and pouchoscopy results. In the event that you do not have a copy of these results, we ask that you request these from your GP or local IBD team and return them to researchers via one of two methods. Firstly, you can either return in a sealed reply-paid envelope in which is directly returned to the research team via registered post which requires a signature upon receipt. A tracking number will be provided to ensure safe delivery and any costs will be covered by Monash University. Secondly, you can also return your results electronically via a password protected email directly to the Alfred email address of the principal investigator. If you choose to send a password protected email with results, the password can be shared via a separate email. Results will be opened on a Monash secure server.  

Food diary: 
Prior to completion of online questionnaires and collection of samples, it is expected that you complete a 3-day food diary. It is ideal for this to be completed on 1 x weekend day and 2 x weekdays prior to completing the questionnaires and collecting samples. You will be provided clear instructions (both verbal and written) on how to complete this from the researcher. Briefly, you can either complete your food diary by downloading a free app (Easy Diet Diary) or documenting your food/fluid intake for 3 days and sharing this with the researcher online via REDCap® (see online questionnaires below). Completion of food diaries will take approximately 10 minutes each day or 30 mins in total across 3 days. 

Online questionnaires:
A link will be emailed to you to complete online questionnaires which are related to:
· Dietary intolerances
· Clinical factors: how your pouch functions and quality of life
· Psychological factors: stress, anxiety, depression & disordered eating behaviours to screen for avoidant restrictive food intake disorder (ARFID)
· Behavioural factors: coping styles and how you perceive your illness

These questionnaires will be emailed and completed through REDCap®, which is a secure, web-based software platform designed to support data capture for research studies. Completion of these questionnaires will take approximately 1 hour and will be completed on the same day as collection of the biological samples. See Table 1 below for the schedule of assessments of this trial. For any participants not using Easy Diet Diary to document their food intake, there will be free text in RedCap® to record daily food and fluid intake.  


Biological samples:
This study involves collection of faecal samples and collection of hair samples. Faecal samples are being used to look at faecal calprotectin (a marker of inflammation) and faecal metagenomics (to look at genetics of the microbes in the gut). Hair samples are taken as an objective way to retrospectively assess cortisol, otherwise known as the ‘stress hormone,’ providing information on chronic stress. We ask that you collect the hair and faecal sample on the same day that you complete the online questionnaires.

Please read this carefully. You will be provided with a kit including all relevant sample collection equipment (tubes/toilet liners) to collect samples hygienically, detailed instructions regarding collection and storage of samples and a reply-paid envelope to return everything after samples have been collected. 

Feacal samples – you will be provided with 1 x faecal collection pot and 1 x OMNIGENE-GUT® tube for faecal collection. It is important that you collect these samples at the same time and on the same day that you complete your online questionnaires.
Hair sample (opt-out): you will be provided with a kit containing instructions, reply-paid envelope, foil and some string (if needed to help collect longer hair). Hair samples are taken by cutting a very thin strand of hairs at the very back of the head, as close as possible to the scalp. In this way, hair sample collection will not be visible afterwards. This can be done with both short and long hair. This sample collection can be done individually, however, if assistance is available at home with your sample collection, we recommend this. 
If you do not feel comfortable with this type of sample collection, you will not be excluded from the study. Please let the researcher know if you do not want to provide a hair sample. 

Once all samples have been collected, please contact your researchers and return samples immediately to the researchers in the provided reply-paid envelope. 

If you are diagnosed with pouchitis in between the 6-monthly intervals, please notify the research team. During your diagnosis, you may have had to undergo a pouchoscopy with your treating physician/hospital (as is standard clinical practice) as well as collection of a faecal calprotectin sample. It is expected that results from these tests will be shared from the treating hospital with the researcher. 

If you have a change in medication, treatment or any contact details (number, email, address), please contact the researcher to inform them. 
	Table 1: Schedule of assessments  

	
Activity
	Baseline
	3- mo
	6-mo
	9- mo
	12-mo
	15-mo
	18-mo
	In the event of a pouchitis episode
	Time-spent (mins)

	· Informed consent
	X 
	
	
	
	
	
	
	
	20

	· Check in to assess for pouchitis
	
	X 
	
	X 
	
	X 
	
	
	10 min

	Clinical data
· 4 quest-ionnaires
	
X
 
	
	
X

	
	
X
 
	
	
X 
 
	
	
15

	Dietary data 
· Dietary intolerance
· 3-day food diary
	
X


X
	
	
X


X 
	
	
X 


X 
	
	
X


X
	



X
	
10


30

	Psychological data
· 2quest-ionnaires

	X 
	
	X 
	
	X
	
	X
	
	15-20

	Behavioural data
· 2 quest-ionnaires

	

X
	
	

X
	
	

X
	
	

X
	
	

15-20

	Biological*
· Faecal samples
· Hair samples
	
X

X 
	
	
X

X
	
	
X 

X 
	
	
X

X 
	
X

X
	
5-10

5-10


*Note: this does not include time taken to deliver samples to a post-office or post-box, which will vary according to location and means of transport.

This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids the research team or participants jumping to conclusions. 

If you decide to participate in this research project, the study doctor/gastroenterologist will inform your treating physician/gastroenterologist, which you can specifically opt in or out from on the consent form below. 

4	What do I have to do?

To fully participate in this study, you need to complete the 3-day food diaries, online questionnaires, and collect biological samples at 3 time points – baseline or after consent has been given, 6-months, 12-months and 18-months. The biological samples need to be returned immediately after the samples have been taken by placing the reply-paid envelope in the post. 

Other than on the days of data collection, involvement in this study should not impact your day-to-day life. You can still participate in sport, donate blood and travel during the course of this study. It is only on the days of data collection that we require you to have internet access to complete the online questionnaires and appropriate amenities for sample collection. 

Although we are asking you questions about diet, there is no need to change, restrict or adjust your diet prior to completing the 3-day food diaries. We are trying to capture information regarding your usual dietary intake. If you have changed your diet, please email the researchers or answering questionnaires at 3 or 6 monthly time points. 

You can continue taking your regular medications and commence new medication while participating in this trial. It is expected that you will let the researcher know when any medications or treatments change. You can do this via emailing the researcher or answering appropriate fields of questions at 3 or 6 monthly time points for data collection. 


5	Other relevant information about the research project

We expect that a minimum of 82-100 people will take part in this project. Due to the online nature of this study, we are expecting that people across Australia will be completing the trial. This is a follow-on study from Dr. Zaid Ardalan, who investigated dietary habits in ileoanal pouch patients at one time point. By collecting information over the course of time, we can extend that research and look at how different factors affect pouchitis and pouch functioning over time. 

This is an investigator-initiated study carried out by researchers at the Alfred Health and Monash University. Monash University is the study sponsor. 

We are collaborating with the Department of Microbiology at Monash University to assist with faecal metagenomics (looking at DNA of microbes in faecal samples). This information will tell us about the functions/activities of your gut bacteria. 

We are working with A/Professor Simon Knowles from Swinburne University of Technology who will be supervising the analysis of the behavioural and psychological questionnaires. 

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? 
This is an observational study, participation is entirely voluntary.  Not participating in this study will have no impact on the course of your pouch or its management. . 
	

8	What are the possible benefits of taking part?

We cannot guarantee or promise that you will receive any direct benefits from this research. However, your participation in this study will contribute to expanding the existing scientific knowledge base surrounding ileoanal pouches, filling gaps in our understanding of the condition. By contributing your time and effort to this study, your involvement will help us to advance the field of research in ileoanal pouches, and guide the development of future dietary trials, that could use diet as therapy. As there are no current dietary guidelines or recommendations for patients living with ileoanal pouches, it is expected that this study will add to the limited scientific literature, to one day achieve practical evidence-based strategies to improve quality of life for these patients. 


9	What are the possible risks and disadvantages of taking part?

It is unlikely that participation in this trial will carry many risks, however, possible risks are as follows:
· There is potential biological hazard (cross-contamination of harmful microorganisms from faecal material to surfaces/objects/skin) risks when collecting faecal samples, however, there are controls in place for this to minimise the risk of harm by providing gloves, easy-to-understand instructions and toilet liners. 
· Collection of hair samples also carries potential risks due to cutting in close proximity to the head, but controls on minimising risk including provision of easy to understand instructions will also be instituted. This method for measuring cortisol is also said to be a less of a burden to patients compared to other methods. Additionally, if participants are concerned about the aesthetics of taking hair, there should be no visible signs of hair removal, where the sample has been taken. 
· [bookmark: _Hlk144900428][bookmark: _Hlk146285104][bookmark: _Hlk144900650]Completion of psychological and behavioural questionnaires may incur distress or unpleasantness. We advise that you contact the research team if these questionnaires cause any distress. The research team will direct you to your GP or gastroenterologist who will be able to refer you to counselling with an accredited psychologist. Additionally, the research team will cover the costs associated with psychological care. Otherwise, you can seek support through mental health support services including the 24/7 support line at Beyond Blue (1800 224 636) and Lifeline (13 11 14). 
· [bookmark: _Hlk145322852][bookmark: _Hlk140655599]Scores for the NIAS and DASS-21 will be automatically scored via REDCap and any ‘at risk’ scores will be flagged. It is important to note that the questionnaires used in this study are screening tools and not designed for the diagnosis of psychiatric disorders such as major depression, general anxiety disorder, and Avoidant Restrictive Food Intake Disorder (ARFID). This diagnosis requires a clinical assessment by a doctor or mental health professional following the criteria set out in the diagnostic statistical manual 5. Therefore, in the event that your questionnaire indicates ‘at risk’ scores for further psychological intervention, study gastroenterologist Dr. Zaid Ardalan, will contact you within 7 days to explain this and direct participants to their GP or treating gastroenterologist with their consent. Additionally, if participants do not wish their GP to be notified, the research team will direct you to mental health support services including the 24/7 support line at Beyond Blue (1800 224 636) and Lifeline (13 11 14). If you have consented for the research team to contact their doctor, a letter will be written from Dr. Zaid Ardalan indicating any results from questionnaires. Monash will not cover the costs of psychological care if this is needed, however, you may be entitled to a Medicare funded GP mental health care plan that include psychological review. 
· Completion of online questionnaires, 3-day food diaries and biological sample collection may be an inconvenience on the days of data collection. You can complete these questionnaires at any time throughout the day and are free to complete these in parts, not all at once, to minimise any inconveniences. You will also be able to contact the researcher via email at any time if they have any queries relating to data collection. 
· The genomic testing that is taking part in this study is of bacterial cells, not human cells, and thus there are no clinically significant findings that we expect will be relevant to you or your relatives  




10	What will happen to my test samples?

You will be asked to provide additional consent for the collection of your faeces and/or hair during the research project. All samples are coded with re-identifiable codes only known by the study investigators. 

Faecal samples are will be stored at Monash University Department of Gastroenterology Laboratory until ready for analysis. Faecal calprotectin will be analysed by co-investigators at the Department of Gastroenterology at Monash University. If you cannot complete a sample on the day of data collection, we ask that you complete this as soon as you can and date appropriately. 

Faecal samples will also be used to look at microbial DNA. All human DNA will be removed from samples so that researchers are only looking at specifically microbial DNA. Faecal samples will be transported safely to the Department of Microbiology at Monash University where they will be stored in a re-identifiable manner in a -80°C freezer for 5 years post study completion and then destroyed.

Hair samples will be stored in a secure at the laboratory of the Department of Gastroenterology, Monash University until ready for analysis. They will be sent to an external laboratory (Stratech Scientific APAC PTY LTD) for processing. Samples will be destroyed after analysis. These samples are opt-out – if you do not feel comfortable or cannot collect a hair sample, please let the researcher know. 

[bookmark: _Hlk142474554]Any remaining stool samples will be stored for five years. Samples may be analysed with different and newer techniques that continue to evolve as our understanding of microbiota and immune system evolves. The stored faecal samples may be used for studies closely related to this research project or future studies. Samples will then be destroyed safely as per standard laboratory protocols. Participants have the option for their samples to be used for future use, only these sample may be potentially used in future related studies, otherwise, the samples will be destroyed as per protocols above. A separate ethics application will be made if the samples are used for future use that is unrelated to the study protocol. 

None of your samples will be used to for commercial use and will not be used to establish a tissue bank. 

11	What if new information arises during this research project?

Sometimes during the course of a research project, new information might become available about predictors of pouchitis. If this happens, your study coordinator will tell you about it and discuss with you whether you want to continue in the research project. If you decide to withdraw,  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.



12	Can I have other treatments during this research project?

During the course of the study, you can continue taking your regular medications and/or commence new medications. It is important to tell your study coordinator and the 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 coordinator about any changes to these during your participation in the research project. 


13	What if I withdraw from this research project?

If you decide to withdraw from this research project, please notify a member of the research team when you withdraw. A member of the research team will inform you if there are any special requirements linked to withdrawing.

If you do withdraw your consent during the research project, the study coordinator 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. If you do withdraw, all data, hardcopy data, biological samples will be stored and destroyed as per section 10. 

14	Could this research project be stopped unexpectedly? 

It is very unlikely that the project will be stopped unexpectedly, even in the event of new data emerging about diet and pouches. Often, further research is required to either confirm existing findings or provide alternative results.  Therefore, we do not have any reasons for this study to stop.


15	What happens when the research project ends?

Once the study concludes, you will continue to be followed up as a standard patient with your treating gastroenterology team. There will be no explicit changes to dietary or medical advice from participating in this research. However, the findings and outcomes of this study will be shared with your GP or specialist in case there are any changes to dietary recommendations. You will be provided with a summary of results from the study once the study has been completed. 

You will be provided with a summary of the trial results (when available) and the latest information about diet and lifestyle factors relevant to the management of pouch from the research team. Your individuals result including the assessment of your usual diet will be given to you and discussed in private. If you do not wish for any information related to the research project or your own results, please let the researchers know. 


Part 2	How is the research project being conducted?


16	What will happen to information about me?

Data and information relating to this study will only be accessible to the principal and co-investigators based at Alfred Health and Monash University. 
[bookmark: _Hlk144906771]Digital information: Personal data including name and contact details excluding email address will be stored separately to all data collected in this study. This will be stored on an excel spreadsheet on a password protected drive on a Monash secure server. This will be stored for 15 years and then destroyed safely. 

Online data: Data will be stored digitally using the Alfred Health REDCap® software which is a secure online application that uses secure servers. You will be given a subject code number which is re-identifiable which is associated with the REDCap® questionnaire The only piece of identifiable information will be your email address which is required to send online surveys. Only study investigators will have access to REDCap®. This information will be stored for 15 years

Hard-copy data: Any records that are hard-copy (including consent forms) will be secured stored by the study coordinators in locked filings cabinets at the Department of Gastroenterology, Monash University for 15 years post-study completion. Entry to the Department of Gastroenterology is only via swipe access. 

Biological samples will be stored and kept as per section 10 above. 



By signing the consent form, you consent to the study doctor and relevant research staff collecting and using personal information about you if they are relevant to your participation in the research project. Any information obtained in connection with this research project that can identify you will remain confidential.  Your information will be stored in a file and spreadsheet and will be stored in a cabinet at the Department of Gastroenterology, Monash University only accessible to the research team. Information stored on a computer file will be locked with a password only known to the study doctors. 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 research 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.  This review may be done by the relevant authorities, the institution relevant to this Participant Information Sheet, [insert site], or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant research 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. Confidentiality will be maintained, as you will only be identified by your study number.

Information about your participation in this research project may be recorded in your health records.

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to request access to the information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research 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 and for the optional use of data for future research described in Section 16 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.


17	What if I get injured in the research?

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. As 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.

In the unlikely event of loss or injury, neither the hospital nor the investigators guarantee that compensation for other loss or injury will be available to you (such as loss of income from work days missed or health care, costs not covered by public health services).  However, by signing the consent form you have not waived any legal or other right to seek compensation, including legal rights for negligence or other causes of action.


18	Who is organising and funding the research?

The research project is being conducted by Dr. Zaid Ardalan and Dr. Chu Yao of the Gastroenterology unit of Monash University and Alfred Health. 

No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

If knowledge acquired through this research leads to discoveries that are of commercial value to the study doctors or their institutions, there will be no financial benefit to you or your family from these discoveries.


19	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 Alfred Hospital Ethics Committee.
 
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.


20	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 clinical contact person below. 

	Clinical contact person
	Name
	Zaid Ardalan

	Position
	Principal investigator

	Telephone
	0409 730 301

	Email
	Z.ardalan@alfred.org.au



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 Office/Complaints contact person
	Position
	Complaints Officer, Office of Ethics & Research Governance, Alfred Health

	Telephone
	03 9076 3619

	Email
	research@alfred.org.au 



Please quote the following project number: 99776

OR 

Position: 	Executive Officer, Monash University Human Research Ethics Committee
Room 111, Chancellery Building E
24 Sports Walk
Clayton Campus, Monash University
Wellington Rd
Clayton VIC 3800, Australia
Telephone: 	03 9905 2052
Fax:		03 990 3831
Email: 		muhrec@monash.edu

Only for use by non-Alfred Health sites requiring their own site-specific complaints contact details to be included: For matters relating to research at the site at which you are participating, the details of the local site complaints contact person are:

	Site complaints contact person
	Name
	[Name]

	Position
	[Position]

	Telephone
	[Phone number]

	Email
	[Email address]
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[Site Name] Local governance version [Date] (Site PI use only)	
Consent Form - Adult providing own consent

	Title
	Longitudinal study of diet, lifestyle and biomarker predictors of pouchitis

	Short Title
	Predictors of pouchitis

	Project Number
	99776

	Project Sponsor
	Monash University

	Coordinating Principal Investigator/
Principal Investigator
	Dr. Zaid Ardalan

	Associate Investigator(s)
	Dr. Chu Yao, A/Prof Jonathan Segal, Dr. Emma Halmos, Prof Peter Gibson

	Student Investigator(s)
	Dakota Rhys-Jones

	Location (where CPI/PI will recruit)
	[insert location]



Consent Agreement

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 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 project without affecting my future health care.

I understand that I will be given a signed copy of this document to keep.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to Monash University concerning my condition and treatment for the purposes of this project. I understand that such information will remain confidential. 

☐ Extended consent (optional): I consent to have my samples retained for future use after finishing the study. 

☐ Optional: I consent to the research team contacting my doctor regarding my participation in the study and any ‘at risk’ results from psychological questionnaires 

Declaration by Participant – for participants who have read the information

	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	




	Declaration - for participants unable to read the information and consent form
See Note for Guidance on Good Clinical Practice CPMP/ICH/135/95 Section 4.8.9. A legally acceptable representative may be a witness*.
Witness to the informed consent process
Name (please print) __________________________________________________________
Signature _______________________________ Date ______________________________
*Witness is not to be the Investigator, a member of the study team or their delegate. 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. 



Note: All parties signing the consent section must date their own signature.
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Form for Withdrawal of Participation - Adult providing own consent

It is recommended that this form NOT be included as part of the PICF itself, but that it be developed at the same time and made available to researchers for later use, if necessary.

	Title
	Longitudinal study of diet, lifestyle and biomarker predictors of pouchitis
	

	Short Title
	Predictors of pouchitis
	

	Project Number
	99776
	

	Project Sponsor
	Monash University
	

	Coordinating Principal Investigator/
Principal Investigator
	Dr. Zaid Ardalan
	

	Associate Investigator(s)

	Dr. Chu Yao, A/Prof Jonathan Segal, Dr. Emma Halmos, Prof Peter Gibson
	

	Student Investigator(s)
	Dakota Rhys-Jones
	

	Location (where CPI/PI will recruit)
	[insert location]
	




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 Monash University or [insert site].

	

	
	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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