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An Investigation of the impact of cheese consumption, as part of the normal diet, on oral and gut microbiome, and metabolic responses in healthy adults

Investigate the metabolic impact of and gut response to regular (18% fat) and premium (5% fat) quality beef mince intake as part of the normal diet in healthy adults 
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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 are a healthy adult, who has expressed interest in learning more about this research project.  This research project is investigating the impact of dietary cheese on gut health and on metabolic health. 

This Participant Information Sheet/Consent Form tells you about the research project. It explains the tests and treatment (dietary intervention) 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 or friend. 

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 (dietary intervention) 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.
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What is the purpose of this research?
Cheese consumption has a long history in human diet to which it contributes to substantial amounts of macro and micro nutrients. Cheese consumption is associated with a range of health benefits, including reducing obesity, improving bone health, lowering blood pressure and in reducing the risk of type-2 diabetes, cardiovascular disease and dental caries. These beneficial effects are associated with the presence of specific nutrients and bioactive components that are produced during cheese ripening.

The human gut, and the microorganisms within it (the gut microbiota), acts as a key regulator of human health.  Disruption to the normal functioning of the gut microbiota has been attributed to the development of diseases, such as cardiovascular disease, obesity, type-2 diabetes and colorectal cancer. As the gut is a key link between diet and health, addressing the response of the gut microbiota to cheese provides important insight to the role cheese plays in the diet and in health 
Nutrition research forms the premise for which dietary advice and information is based. Generally, the information generated from nutrition and dietary research requires considerable translation for real life application, as most dietary interventions are confined by strict diets, in regulated environments. Assessing the metabolic and gut impact of moderate amounts of cheese as part of the habitual diet under free living conditions provides a platform for realistic and clinically relevant knowledge. This knowledge is critical for the development of accurate and realistic dietary advice. 

The primary purpose of this study is to assess how commercially produced and artisanal cheese can impact human metabolic and gut health. The information generated from this project is intended to improve our understanding of the role of cheese in health and disease. 

The specific aims of this study will determine the effects of commercial and artisanal cheeses on gut health, through the assessment of:

· Microbiome health (gut microbiota analysis, saliva microbiota analysis)

· Metabolic Profile (saliva, urine and stool metabolites)

· Immune Response (gut inflammation, markers of inflammation)

The results of this research will be used by the researcher Miss Roya Afshari to obtain a doctor of philosophy (PhD) degree. 
The research is being funded by the RMIT University. 

The researcher declares no conflict of interest.  
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What does participation in this research involve?

Screening for Eligibility 

You will be invited to participate in an online eligibility questionnaire to determine suitability to participate in this study. This online questionnaire will take approximately 5 minutes to complete. Individuals meeting initial eligibility will then be invited to participate in an online lifestyle questionnaire to confirm suitability. This online questionnaire will take approximately 5 minutes to complete. Eligible individuals will then be invited to attend a familiarisation session. 

Study Design: 

You will be participating in a randomized controlled dietary research project. In this project we are comparing the difference between commercially produced cheddar and artisanal cheddar cheese consumption as part of a normal diet. To do this, we will place people into groups and provide each group with a different cheddar cheese (commercial or artisanal). To try to make sure the groups are the same, each participant is put into a group by chance (random).

The twenty-four (n=24) healthy weight males and female participants (age over 18) will be randomly split into two groups of twelve (n=12). One group will consume commercially produced cheddar cheese for the study; the other will consume artisanal cheddar for the study.  All of the following study protocols are common to both groups:

Familiarisation Session: 

Participants will be familiarised with the study purpose, design, and the risks and benefits associated with their participation in this study. If agreeing to participate, eligible individuals will be asked to provide written consent (based on RMIT approved Human Research Ethics documents). 
Height and body weight will be measured, which will take approximately 5 minutes. Participants will be introduced with the food diary and advised to record their daily food and beverage intake for the duration of the study. Each participant will then be provided with a food diary, which will be collected at the next visit.  

Following this visit, participants will be asked to continue with their normal diet making no changes. Each participant will be provided with a urine and stool collection kit, and falcon tubes for saliva samples and a cooler for the storage of biospecimen. The kits will contain instructions on how to use, collect and return the urine and stool samples. During the session, study staff will open the kit, explain the contents, when to collect the samples, how to store the samples and answer any questions. 
Familiarization session for this project will be run at the Clinical Suites in Building 201 (Robert J Magree Building) at RMIT University, Bundoora campus (off Plenty road). All the other visits (visit 1 to visit 6) will be conducted in each participant’s home (home visits). 
For the duration of the study period, participants will be required to not consume any fermented dairy product or cheese - excluding the cheese provided to them.

Visit 1 (day -3, F session; RMIT campus visit):
After the familiarisation session, participants will be provided with stool, urine and saliva collection kits, and the food diary.
Visit 2 (day 0; home visit):
Stool, urine and saliva samples will be collected from the participants. Participants will be provided with the food dairy and, a stool, urine and saliva collection kits.  Participants will be advised to not consume any fermented dairy products for the duration of one week.
Visit 3 (day 4; home visit): 

(Urine, stool and saliva samples and the food diary will be collected from participants. Participants will also be supplied with 700 g of  artisanal or commercial cheddar cheeses, dependent on their randomized  allocation; they will be  instructed to consume 50 g cheese/day (25g twice daily) for the duration of one week. Participants  will be provided with a food diary and, a stool and urine collection kits for week.
Visit 4 (day 21; home visit):

 Urine, stool and saliva samples and the food diary will be collected from participants. Participants will be provided with a food diary and, a stool and urine collection kits for week 4.
Visit 5 (day 28; home visit): 

This is the final visit. Urine, stool and saliva samples and the food diary will be collected from participants. At the end of study, participants will receive a gift card to the value of $50. 
In summary:
Familiarisation session or visit 1 (day -3)

After the familiarisation session, participants will be provided with stool, urine and saliva collection kits, and the food diary.

Visit 2 (day 0): 
Stool, urine and saliva samples will be collected from the participants. Participants will be provided with the food dairy and, a stool, urine and saliva collection kits for week one.  Participants will be advised to not consume any fermented dairy products for the duration of one week.

Visit 3 (day 7): 

Urine, stool and saliva samples and the food diary will be collected from participants. Participants will also be supplied with 700g of commercial or artisanal cheddar cheeses dependent on their randomized allocation; they will be instructed to consume 50 g cheese/day (25g twice daily) for the duration of one week. Participants will be provided with a food diary and, a stool and urine collection kits for week 2.

Visit 4(day 21):
 Urine, stool and saliva samples and the food diary will be collected from participants. Participants will be provided with a food diary and, a stool and urine collection kits for week 4.

Visit 5 (day 28):
 This is the final visit. Urine, stool and saliva samples and the food diary will be collected from participants.
See Dietary intervention design and sample collection timeline on the next page (Figure 1, page 5).  

 Figure 1:  Dietary Intervention Design and Sample Collection Timeline
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*TBA= To Be Advised: Dates will be added to this timeline closer to the study commencement date, to ensure the dates work with study participants. 
F= Familiarisation Session

At the beginning of this study, the participant’s will be randomly allocated into either group 1 or 2.  Each group will consist of 12 participants (n=12)
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What do I have to do?
Lifestyle restrictions: There are no lifestyle restrictions involved with this study, you should continue with your normal lifestyle.

Dietary restrictions: For the duration of three (3) weeks, you will be required to refrain from consuming any raw cheese or processed cheese or fermented dairy products, except for the cheese provided to you during week 2 and week 3. Foods containing cheese need also to be excluded from diet during intervention 
A list of fermented dairy products is listed below:

· Kefir
· Yogurt 

· Fermented buttermilk

· Sour milk

· Sour cream

Medication and Dietary Supplements: It is a requirement of this study that participants must not be taking any medication that could interfere with the results of the dietary intervention. Contraindicated medication includes antibiotics, psychotropic drugs or appetite suppressants.
If you become sick during the study, please let the research team know. Your participation will not terminate if you become sick and are prescribed medication during the dietary intervention. 
Eligibility Criteria: You will be not be eligible for participating within this project for the following reasons: presence of gastrointestinal disorders and diseases (i.e. inflammatory bowel disease, irritable bowel syndrome, coeliac disease), lactose intolerance and allergy to dairy products, pathologic eating disorders, chronic diseases related to the metabolism of energy and nutrients (i.e. hyperthyroidism, diagnosed diabetes mellitus),pregnant, post-menopausal, taking contraindicated mediation (i.e. antibiotics, psychotropic drugs or appetite suppressants) or the use of any dietary supplement that might interfere with the results of the study. 
To determine your eligibility for this study, you will be invited to participate in an online eligibility screening questionnaire so RMIT researchers can understand some of your medical and personal characteristics. If your responses to this questionnaire are appropriate for the study, you will be then invited to participate in a second online questionnaire regarding lifestyle characteristics.  All answers to the questionnaires are confidential. Each questionnaire will take approximately 5 minutes to complete. Your responses to the questionnaires will determine your eligibility to the project. If you are deemed eligible following the completion of both questionnaires, we will then conjointly schedule a time for the initial session (the familiarization session). 
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What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any benefits from this research; however, you may gain a better understanding about your health. You may receive information regarding your individual results if desired. 

If desired, you may receive information about your gut microbiome analysis.  Following the completion of this study, you will have the option to view your gut microbiome changes over 4 separate analyses. The analysis may tell you about: how your diet impacts your gut microbiota, the percentage of types of bacteria in your gut and how they might be affecting your overall health.

You may also gain personal satisfaction for your contribution to scientific knowledge and evidence based nutritional practice. The information generated from this project is intended to improve our understanding of cheese in the diet and in health. 
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What are the possible risks and disadvantages of taking part?

As there are no medical treatments involved with this study, there are no side effects associated with the intervention. 

There are a few minor potential risks of participating in this study. These risks are regarding the collection of urine, stool and saliva samples: 
Urine, Saliva and Stool Sampling: You may feel some stress, anxiety and/or embarrassment during the course of the project due to procedures involved in urine, saliva and faecal sampling. All actions will be undertaken to reduce this risk. You will be guided through each procedural step (in a verbal and/or written form). If you become uncomfortable during these procedures, you may stop immediately.

 If you become upset or distressed as a result of your participation in the research project, members of the research team will be able to discuss appropriate support for you. An independent counselling service will be offered to you if you wish to seek counselling as a result of your involvement in the study through RMIT University’s counselling services (Ph: 9925 5000). This counselling will be provided free of charge.
7
What will happen to my test samples?

You will be asked to provide consent for the collection of saliva, urine and stool samples during this study. The collection of these samples is a mandatory component of this study. The data obtained for these samples is specific to this research project only, and will not be used for related or future research. 

Urine samples will be collected by participants. These samples will be 'first morning specimens' also known as an 8-hour specimen. Participants will be provided with a urine collection kit. Urine samples will be used to perform metabolomics investigations to assess metabolic profile in response to diet. 
Stool Samples (15mg) will be collected by participants. Participants will be provided with a stool collection kit (EasySampler® Stool Collection Kit; https://www.alpco.com/store/easysamplerr-stool-collection-kit.html), similar to the kit being used in the National Bowel Cancer Screening Program (Australian Government). Stool samples will be used to perform metabolomics investigations to assess metabolic profile in response to diet, microbial communities and markers of gut health and inflammation. 
Saliva samples (3 ml of saliva ) will be collected by participants in the morning before brushing teeth. Participants need to collect saliva samples through a passive drooling procedure in a sterile 50 ml falcon. Saliva samples will be used to perform metabolites investigations and microbial communities. 
During the study:  All hardcopy data will be kept in a locked cabinet file at RMIT. All electronic data will be kept in password locked protected files on RMIT host servers. All human bio-specimens (Saliva, urine and stool samples) will be coded and stored in RMIT Laboratories (in which security assess is required). All biospecimens (Saliva, urine and stool) samples will be decanted into name de-identifiable labelled tubes, snap frozen in liquid nitrogen, and stored in a -80°C freezer for subsequent analysis. 

Following study completion: All hardcopy data will be kept in a locked cabinet file at RMIT. All electronic data will be kept in password locked protected files on RMIT host servers. This data will be held for 15 years following publication.  

All human bio-specimens (Saliva, urine and stool samples) will be coded and stored in RMIT Laboratories (in which security assess is required). These will be held for 7 years following publication. Following this all samples will be disposed of as biological waste as per RMIT's Bioscience Laboratory. 
8
What if I withdraw from this research project?

If you do consent to participate, you may withdraw at any time. If you decide to withdraw from the project, please notify a member of the research team. Please note that there are no implications if you do decide to withdraw from continued participation, withdrawal will not affect you relationship with RMIT. You also have the right to have any unprocessed data withdrawn and destroyed, providing it can be reliably identified.  

9
What happens when the research project ends?

The overall main findings and results from the research project will be available to you if you indicate on the RMIT Consent Form that you would like to receive this information. Results will be supplied in the form of an email summary of the main findings of the project and be provided once the project has concluded. You can opt in or out of receiving a summary of the main findings at any time.
Part 2: How is the research project being conducted?

10
What will happen to information about me?

By signing the consent form you consent to the research team collecting and using information from you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential. This information will be coded and re-identifiable. Personal identifying information will be kept separately to your data and can be used to identify you such as in the case of an adverse event. Your information will only be used for the purpose of this research project and it will only be disclosed with your permission 

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 express permission. Researchers will ensure that confidentiality is maintained by not presenting your individual data. Instead we will merge your data with that of other participants when presenting the results of the research project. 

In accordance with relevant Australian and/or Victorian privacy and other relevant laws, you have the right to request access to the information about you that is collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please inform the research team member named at the end of this document if you would like to access your information.

Any information that you provide can be disclosed only if (1) it is protecting you or others from harm, (2) if specifically allowed by law, (3) you provide the researchers with written permission. 

Any information obtained for this research project that can identify you will be treated as confidential and securely stored. All hardcopy data will be kept in a locked cabinet file at RMIT University. All electronic data will be kept in password locked protected files on the RMIT University server. Your data will be accessible to the research team for this project. As this is a clinical trial, all data will be retained for 15 years following publication and then all hardcopy will be destroyed by shredding. All electronic data files will also be destroyed at this time.
11
Complaints and compensation

If you suffer any injures 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. 
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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). This research project has been approved by the RMIT University HREC. 

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 further information concerning this project or if you have any medical problems that may be relevant to you involvement in the project you can contact the researchers: 
Chief Investigator 

	Name
	Professor Harsharn Gill

	Position
	Professor Food and Health

	Telephone (Office)
	Office: (03) 9925 2600

	Email
	harsharn.gill@rmit.edu.au 


Principle Research Student/ Primary Contact Person 

	Name
	Miss Roya Afshari

	Position
	PhD student 

	Telephone (Mobile)
	Mobile: 0410905753

	Email
	roya.afshari@student.rmit.edu.au 



Should you have any concerns or questions about this research project, which you do not wish to discuss with the researchers listed in this document, or 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
	RMIT University

	HREC Secretary
	Peter Burke

	Telephone
	03 9925 2251

	Email
	human.ethics@rmit.edu.au

	Mailing address
	Research Ethics Co-ordinator

Research Integrity Governance and Systems

RMIT University, GPO Box 2476, MELBOURNE  VIC  3001




Consent Form - Adult providing own consent
	Title


	Investigation of the impact of cheese consumption, as part of the normal diet, on oral and gut microbiome, and metabolic responses in healthy adults [A Pilot Study]


	Protocol Number
	[Protocol Number]

	Project Sponsor
	RMIT University 

	Coordinating Principal Investigator/

Principal Investigator
	Professor Harsharn Gill 


	Principal research Student: 
	Miss Roya Afshari

	Associate Investigator(s)
	-

	Location 

	RMIT University, Bundoora campus 


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 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 relationship with RMIT 

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

I consent to the storage and use of saliva, urine and stool samples taken from me for use, as described in the relevant section of the Participant Information Sheet, for this specific project.

        Please tick this box if you would like to receive information on the main findings of this research             
        project once the research project has concluded.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


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 Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† An appropriately qualified 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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