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	Research Participant Information Sheet

Gut assessment study



	Formal Study title: 

A comprehensive approach to address exercise-associated gastrointestinal syndrome: Evaluation and treatment strategies.
Sponsor: N/A


	Lead Researcher: 

Rachel Scrivin

Faculty of Health, Education and Environment 

Toi Ohomai

New Zealand

Email: rachel.scrivin@toiohomai.ac.nz 

Phone: +64 220 859959

Study Site: 

Windermere Aquatic Centre, 90 Windermere Drive, Tauranga
Ethics committee ref.: HDEC EXP 18317 (To add Toi Ohomai ethics number once approved
Note:
This is a research study conducted through Toi Ohomai where the researcher is a Senior Academic Staff member. The study is part of the lead researchers’ PhD project supported by the University of the Sunshine Coast, Australia, where she is a candidate.

Kia ora, 

You are invited to take part in this study




You are invited to take part in a gut assessment study. Whether or not you take part is your choice. If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive. If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part. It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends. We will go through this information with you and answer any questions you may have. You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers. Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep.

This document is 10 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

	Voluntary Participation and Withdrawal From This Study


Your participation is voluntary. If you decide to participate and later change your mind, you are free to withdraw at any time. You will need to provide the researchers with your name or email contact to have your data removed. Please contact the lead researcher, Rachel Scrivin (listed above) to discuss withdrawal. Your decision to participate (or not), will in no way impact your current or future relationship with Toi Ohomai or the researchers.

What is the purpose of the study?

This project is a series of translational case studies to explore the practical application of the gastrointestinal assessment protocol during exercise (GastroAxEx) to develop personalised therapeutic interventions for athletes Ex-GIS. Athletes with severe Ex-GIS will undergo a thorough GastroAxEx, whereby results from the GastroAxEx will lead to the development of personalized therapeutic interventions. These interventions will be discussed, and written plans will be provided for the athlete to trial over 2-3 weeks during training. The athlete will implement the interventions before, during and after a planned endurance event. The aim is to reduce GIS experienced during exercise and improve exercise performance.

	How is the study designed?


Researchers intend to recruit 12 endurance athletes to volunteer for this study.

This study is a series of case studies.

Trial phase 1 – 1 hour - Undertake a Zoom consultation with the lead researcher at a mutually agreed time, read and agree to the participation sheet and sign the consent form.

Trial phase 2 – 7 hours – Lab visit to undertake a laboratory-controlled simulated gastrointestinal assessment during exercise (GastroAxEx).

Trial phase 3 – 1 hour –Zoom consultation to provide the GastroAxEx results and detailed therapeutic intervention advice. You will then participate in an event of your choice.

Trial phase 4 – 1 hour – Undertake a Zoom consultation to monitor and evaluate the participants compliance with the intervention.

	Who can take part in the study?


To participate in this study you need to be a recreational, amateur, or elite endurance runner who is experienced in running events (e.g., marathons, ultra-marathon, long distance triathlon) lasting longer than 2 hours and can comfortably run for 3 hours. You must be between 18 to 55 years of age to participate in this study. 

Exclusion criteria for the study were any diagnosed gastrointestinal (GI) infections, diseases or disorders of the GI tract (e.g., IBS, inflammatory bowel disease, coeliac disease, or any other functional GI disorder), or undiagnosed self-reported GI issues experienced independently of exercise. If participants had consumed non-steroidal anti-inflammatory or stool-altering medications (e.g., laxatives, anti-diarrhoeal or stool softeners) within one month of the experimental protocols, they were excluded. Additional exclusion criteria were if participants were following a dietary programme focussed on any changes to the GI function (e.g., a low FODMAP diet, low residue, or fiber-modified diets) or carbohydrate manipulated diets (i.e., low carbohydrate high-fat diets) or had been consuming any potential modifiers or enhancers of GI integrity (e.g., probiotics, prebiotics, symbiotic, or antibiotics) in the three months before testing. 

If you decide to participate in this study, there will be a number of constraints placed upon your normal everyday life and activities:

· Refrain from strenuous exercise, consuming alcohol, and using non-steroidal anti-inflammatory medicine for 48 hours prior to each exercise trial.

· Refrain from any dietary supplements (including prebiotics) one month prior to and during the study.

· For female participants, you will record your menstrual cycle with a menstrual tracking app (e.g., Clue) and will be required to undertake the GastroAxEx in day 5 – 10 of your menstrual cycle. 

· Record all food and fluid consumed prior to and on the day of the GastroAxEx.

· Record all food and fluid consumed prior to and on the day of the chosen event.

· Record GIS before, (during if possible) and after the event.

What will my participation in the study involve?

Trial phase 1:  Clinical assessment of the athlete 

Conducted by lead researcher (Rachel Scrivin) via Zoom

Clinical assessment of the athlete will include specific details about their GIS during exercise (i.e., type, severity, onset, timing, modality, environmental conditions, pre- and during exercise feeding and drinking habits). Suspected EIGS will be identified. 

Trial phase 2: GastroAxEx (This is the part to be conducted at Toi Ohomai Aquatic centre lab)
Conducted by lead researcher (Rachel Scrivin) plus lab assistant

A laboratory-controlled simulated gastrointestinal assessment during exercise (GastroAxEx).

Trial day procedures

· Participants will be asked to replicate and record their typical event preparation (i.e., dietary, exercise, and sleep habits) 48-h leading into the GastroAxEx, this will include an exercise taper (no strenuous exercise 48-h before testing) and their nutritional intake leading into (i.e., 48-h prior) and during the competition (i.e., race nutrition). 

· Participants will report to the laboratory 1-h before exercise commencement, after consuming their typical pre-event meal or snack 2-h beforehand. A dietary log (2-days) will be used to determine their nutritional intake, as per previously established dietary intake assessment and analysis procedures. 

· Participants will be asked to void their bladder and bowel before nude body mass measurement (participants will be behind a privary screen), provide a breath sample into a 250 mL breath collection bag and complete a modified visual analogue scale (mVAS) GIS assessment tool as a baseline measure.

· Participants will then complete their individual tailored GastroAxEx. To ensure adequate exercise stress is applied, athletes will run on a motorised treadmill for at least 3-h running at self-selected intensity in thermoneutral conditions (22-23 °C). The exercise stress can be modified to simulate each athletes type of running event e.g., if athletes only run 4 or 5-hr events only, then this length of running will be replicated or if they always increase their pace in the last 15 mins of an event then the speed will be increased accordingly.

· Participants are to be instructed to consume their typical competition food and fluid intake (i.e., race nutrition) along the exercise protocol. During exercise food and fluid intake was recorded in real-time. Water will be available ad libitum throughout exercise and the volume recorded. 

· GIS and feeding tolerance, heart rate (HR), rating of perceived exertion (RPE), and thermal comfort rating (TCR) will measured every 15 min during exercise. 

· Breath-by-breath indirect calorimetry will be recorded every 20 mins for 5 mins during exercise and in the last 5 mins of exercise. 

· TTy, nude body mass and GIS were recorded immediately post-exercise. 

· Participants will remain seated during the recovery period and consumed water ad libitum (which will be recorded). 

· GIS will be recorded every 15 min during the 3-h post-exercise period. 

· Participants will be provided with a standard meal 2-h post-exercise. 

Trial phase 3: Therapeutic intervention phase

Conducted by lead researcher (Rachel Scrivin) via Zoom
Please note: The lead researcher is a New Zealand registered Dietitian and advanced accredited Dietitian, capable and experienced with the following dietary and non-dietary interventions.

Based on the outcomes of the GastroAxEx from Phase 2, an individualised therapeutic intervention phase will be developed. All intervention procedures will be practised in training and/or less important event/s, prior to using in targeted event/s. 

Primary interventions for training may include the following

1. Gut-training protocol in training 

2. Exogenous fuel provision within tolerance 

3. Hydration provision within tolerance 

4. Thermoregulation targeted and heat acclimation/acclimatization strategies 

5. Pre- and/or per- internal and/or external cooling strategies 

6. Pre-exercise dietary management 

7. Pharmacotherapy application 

8. Fat adapt training and pacing strategies 

9. Females will require calendar-based counting and use a menstrual tracking app (i.e., Clue)

10. Low FODMAP 48-hr before GastroAxEx

Trial phase 4: Monitoring and readjustment of intervention

Conducted by lead researcher (Rachel Scrivin) via Zoom
To monitor and check the following;

1. Checking the athlete was healthy (i.e., free from gastrointestinal diseases and/ or disorders unrelated to exercise prior to the intervention), 

2. Adherence to the dietary intervention,

3. Gut-training compliance,

4. Food and fluid intake during exercise tolerance, 

5. Thermal strain targeted strategy tolerance and compliance, 

6. Menstrual status where applicable (i.e., the female athlete).

Trial Timeline
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	What will happen to capillary blood samples?


This study involves capillary finger prick testing throughout the exercise protocol, to determine blood glucose levels. This is a point-in-time measurement. After obtaining the blood glucose result, the testing strips are usually placed into a sharps bin. Determining your blood glucose throughout testing is part of the study protocol for safety reasons (i.e., ensuring blood glucose levels remain within safe parameters). Between 7 – 12 measurements will be taken throughout the 3-hr exercise test. If you do not agree to capillary blood glucose measurements being taken you are free to withdraw from the study.
You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with your samples should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose. If you require the lancet or blood glucose testing strips returned, these can be collected for you into sterile specimen bags, and provided with a karakia (if requested) at the end of the session. Otherwise, the lancet and testing strips are immediately disposed of into a sterile sharps bin.
What are the possible risks of this study?

Possible discomforts and risks of participating
The discomforts and risks of taking part in this study, which you will probably be most concerned about are blood (finger-prick) sampling, physical exertion, tympanic temperature measuring, gastrointestinal distress, and time commitment. Researchers will at all times be professional, culturally appropriate, and discrete in addition to making participants as comfortable as possible. 

1. Anthropometric measurements

Height will be measured by a stadiometer and body mass by calibrated weighing scales, similar to those used in many GP practices and health care facilities, which pose no direct risk.

2. Finger prick blood test – Blood glucose

Blood glucose will be determined by a hand-held glucometer via a finger prick with lancet and taken before, during (every 15 mins) and after exercise, using a hand-held glucose monitor. This will provide your blood glucose at that point in time. This will be of minor discomfort and covered with a sterile band-aid pre- and post-exercise. If participants require the lancet or blood glucose tabs returned these can be collected for the participant into a specimen bag and provided with a karakia (if requested) at the end of the session.

3. Physical exertion

The physical components of this study 3-4-hour steady state (self-selected pace) running component. Participants will feel the same type of exhaustion and fatigue usually experienced during their normal training and competitions. The running component can also be seen as a useful prolonged training session or competition practice session. The physical effort participants put into the running session may be identical to training and competitions, and some participants may find the exercise element results in a variety of common exercise-related symptoms: dizziness, headache, thirst, nausea, light-headedness, fainting, muscle and joint soreness. Participants will be regularly checked for heart rate, blood glucose, ratings of perceived exertion and thermal comfort to monitor any possible adverse exercise-related symptoms.

4.  Breath Hydrogen 

· Breath Hydrogen will be measured through breathing into a 250 mL breath collection bag and then 20 mL will be measured in duplicate for hydrogen (H2) content using a gas-sensitive analyser. You will be required to breathe into the breath collection bag at the start of the experimental trial, every 15 minutes from the start of exercise until the end of the trial, and then 1 and 2 hours after exercise in the recovery period. This poses no direct risks.
5. Gastrointestinal discomfort

All participants included in the study experience gastrointestinal (GI) discomfort during exercise. As participants will be consuming their typical food and fluid prior to the GastroAxEx. Any subsequent GI response will be normal for them and typical to those GIS that can typically develop during exercise stress for symptomatic athletes. All GIS will be monitored (every 15 mins) during the study and may include: upper GIS (e.g., belching, heartburn, bloating, stomach cramps, and urge to vomit), lower GIS (e.g., flatulence, urge to defecate, intestinal cramps, loose stools, and diarrhoea) as well as appetite and thirst. 

6. Tympanic temperature

For the safety of the individual and to reduce any heat stress risk, tympanic temperature will be measured at the start and end of the exercise session. This procedure will be of no or very minimal discomfort to the participant.

If any new information becomes apparent during the study that could have an adverse affect or impact on your health, this will be disclosed as soon as possible.
	What are the possible benefits of this study?


Direct benefits to participating in this study

By taking part in this study, you will also gain  insight into how your gastrointestinal system responds to different types of foods, which may provide valuable information that can be used within your normal sporting activities. Additionally, you will receive feedback on the results and measurements made during the research, with full explanations of your gastrointestinal system status and advice on strategies to avoid unwanted symptoms associated with strenuous exercise. Such services comprise a substantial consultation value. Individual results will be sent within two weeks after the completion of the study. 

Indirect benefits to participating in this study

By participating in this study, you will contribute to the scientific knowledge within Sport and Exercise Nutrition. You will gain an insight into the scientific aspects of the study, and you may find it interesting to learn more about some of the various measurements and how they are recorded.

Will any costs be reimbursed?

· It is anticipated that there will not be any direct costs incurred by participating in this study.

· You may be expected to arrange time off work, which may require an annual leave day.

· You will be provided with a study meal (koha) at the completion of the study.

· There is no financial reimbursement for your participation in this study.

What if something goes wrong?

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
What will happen to my information?

During this study the researchers will record information about you and your study participation. This includes the results of any study assessments. If needed, information from your hospital records and your GP may also be collected. You cannot take part in this study if you do not consent to the collection of this information.
Identifiable Information

Identifiable information is any data that could identify you (e.g. your name, date of birth, or address).  Only researchers will have access to your identifiable information. 
To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by the researcher. Instead, you will be identified by a code. The researchers will keep a list linking your code with your name so that you can be identified by your coded data if needed. 

The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.

Future Research Using Your Information.

If you agree, your coded information may be used for future research related to gastrointestinal assessments. 
Your information may also be added to information from other studies, to form much larger sets of data. 

You will not get reports or other information about any research that is done using your information. 

Your information may be used indefinitely for future research unless you withdraw your consent. However, it may be extremely difficult or impossible to access your information, or withdraw consent for its use, once your information has been shared for future research.
Security and Storage of Your Information.

Your identifiable information is held at Toi Ohomai during the study. After the study it is transferred to a secure archiving site and stored for at least five years, and then destroyed. Your coded information will be entered into electronic case report forms and sent through a secure server. Coded study information will be kept by the researcher in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 

Risks.
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with coded and anonymised information, there is no guarantee that you cannot be identified.  The risk of people accessing and misusing your information (e.g. making it harder for you to get or keep a job or health insurance) is currently very small, but may increase in the future as people find new ways of tracing information.

This research includes basic information such as your ethnic group, geographic region, age range, and sex. It is possible that this research could one day help people in the same groups as you. However, it is also possible that research findings could be used inappropriately to support negative stereotypes, stigmatize, or discriminate against members of the same groups as you. If any specific research findings are found with Māori this will be discussed with the Toi Ohomai Kaupapa researcher advisor for further guidance and support.
Rights to Access Your Information.

You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected.  

Please ask if you would like to access the results of your screening and safety tests during the study. 

If you have any questions about the collection and use of information about you, you should ask the lead researcher, Rachel Scrivin. 

Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing the lead researcher, Rachel Scrivin. 

If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. 

If you agree, information collected up until your withdrawal from the study will continue to be used and included in the study. You may ask for it to be deleted when you withdraw, unless you withdraw after the study analyses have been undertaken. 

Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognise the taonga of the data collected for this study. To help protect this taonga:

· We have consulted with the Kuapapa research advisor at Toi Ohomai about the collection, ownership, and use of study data.

· We allow Māori organisations to access de-identified study data, for uses that may benefit Māori.
· The study design, use of data, and possible research findings have been discussed with the Kaupapa research advisor at Toi Ohomia prior to research ethics submission. The lead researcher will be providing regular study updates via hui/ meetings/ emails etc. throughout the research process to ensure active participation. 
What happens after the study or if I change my mind?

Participants can choose to withdraw from the study at any time without any repercussions or future implications with Toi Ohomai. Please contact the lead researcher, Rachel Scrivin, if you choose to withdraw. Data collected from any completed trials will be securely stored in the Toi Ohomai research drives, and locked filing cabinets. Any useful data from partially completed trials will be analysed if applicable.

If you choose to withdraw, all data collected up until your withdrawal from the study will continue to be used and included in the study. You may ask for it to be deleted when you withdraw unless you withdraw after the study analyses have been undertaken. 
	Can i find out the results of the study?


Once the study is completed and all data has been analysed, you will be emailed informing you of the study findings.
	Who is funding the study?


Funding is currently being sought for costs related to the study through Toi Ohomai research ethics committee, where the lead researcher is a senior academic staff member within the health faculty.
	Who Has Approved the study?


This study has been approved by an independent group of people called the Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Toi Ohomai research ethics committee has approved this study.

Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 

Rachel Scrivin
Lead researcher

Phone: 

0220 859959

Email:  

rachel.scrivin@toiohomai.ac.nz

If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:

Phone: 

0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
For Māori cultural support please contact:

Waitiahoaho Emery
Kaupapa research advisor


Phone: 

0800 86 4646

Email: 

waitiahoaho.emery@toiohomai.ac.nz
You can also contact the Health and disability ethics committee (HDEC) that approved this study on:


Email:

hdecs@health.govt.nz
Phone:

0800 400 569 (Ministry of Health general enquiries)

	Consent Form

Gut assessment study
	


Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet, or have had it read to me in a language I understand, and I fully comprehend what it says.
	Yes (
	No (

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes (
	No (

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	Yes (
	No (

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	Yes (
	No (

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	Yes (
	No (

	I consent to the research staff collecting and processing my information, including information about my health.
	Yes (
	No (

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	Yes (
	No (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	Yes (
	No (

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	Yes (
	No (

	I understand the compensation provisions in case of injury during the study.
	Yes (
	No (

	I know who to contact if I have any questions about the study in general.
	Yes (
	No (

	I understand my responsibilities as a study participant.
	Yes (
	No (

	I wish to receive a summary of the results of the study.
	Yes (
	No (

	I understand that any de-identifiable data may be used for future research related to gastrointestinal assessments.

	Yes (
	No (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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