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Participant Information and Consent Form 

SOLUBLE FIBRE FOR RESPIRATORY HEALTH STUDY 

Invitation 

You are invited to participate in a clinical intervention in adults with asthma, examining the 
effects of a soluble fibre supplement on asthma control and airway inflammation. The study 
is a clinical trial which will take 16 weeks to complete and involves taking an oral soluble 
fibre supplement and undergoing medical testing. This study is being conducted by 
Professor Lisa Wood, Professor Peter Wark, Dr Netsanet Negewo, Dr Bronwyn Berthon and 
Ms Cherry Thompson from the Hunter Medical Research Institute and The University of 
Newcastle. Funding for this study has been provided by the Australian Health and Nutrition 
Association Limited trading as Sanitarium Health & Wellbeing Company. Before you decide 
whether or not you wish to participate in this study, it is important for you to understand why 
the research is being done and what it will involve. Please take the time to read the 
following information carefully and discuss it with others if you wish. 

1. ‘What is the purpose of this study?’ 

In this study, we will examine whether a soluble fibre supplement is effective in improving 
asthma control and reducing airway inflammation in adults with poorly controlled asthma. 
Soluble fibre comes from plant based foods (fruits, vegetables, grains) and is not digested 
until it reaches the bowel. When it reaches the bowel, the bacteria that live there break it 
down into small molecules, which are known to be beneficial for our immune system. We 
are also testing the dose of the supplement that is needed to gain benefits and the timing of 
dosing that is most effective. There are four treatments in this study including; three 
treatments of the soluble fibre supplement (with different doses and timing of dosages) and 
a placebo treatment. In this study, we hope to gain further insight into the possible health 
benefits of soluble fibre in adults with asthma.  

2. What does this study involve?” 

This study is a clinical trial which takes place over 16 weeks, with an initial visit (V0) plus 8 
study visits to the HMRI clinic. Each study visit (visits 1-8) will take approximately 2.5 hours. 
The study involves 4 x 2-week phases. During each phase, you will be asked to take a 
different supplement, twice daily for 14 days. Your asthma will be assessed at HMRI before 
and after each phase. Between each phase of the study there will be a 2 week period where 
you won’t be taking any supplements. This break allows for the effects of the previous study 
supplement to be eliminated. During this break you will need to consume a fibre-controlled 
diet (described below). 
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3. ‘Why have I been invited to participate in this study?’ 

This study may be suitable for you if you have a diagnosis of asthma and are over the age 
of 18 years. At the time of the assessment your asthma needs to have been stable for one 
month prior. This study is not suitable for you if you: 

 Are currently smoking 
 Have respiratory conditions other than asthma 
 Have chronic or excessive alcohol consumption 
 Are pregnant or breastfeeding 
 Are unable or unwilling to modify your diet 
 Do not adhere to your prescribed asthma medications  
 Have had unexplained weight loss (>5% body weight) in the past 6 months 
 Have current diagnosis of diabetes or active gastrointestinal disease 
 Are currently using oral anti-inflammatory medications 
 Have difficulty digesting galactose (galactosemia) or ragweed allergy 
 Have used nutritional, fibre or probiotic supplements (this includes any vitamin or 

minerals, sports supplements, meal replacements, probiotics, antibiotics or laxatives and 
fibre preparations) within the previous 4 weeks or are unable or unwilling to limit your 
intake of soluble fibre for the duration of the study. If appropriate to do so, participants 
who currently use supplements, which are not being taken for a health condition, could 
potentially become eligible if they cease using their supplements 4 weeks prior to 
commencing the study. 

4. ‘What if I don’t want to take part in this study, or if I want to withdraw later?’ 

Participation in this study is voluntary. It is completely up to you whether or not you 
participate. Whatever your decision, it will not affect your relationship with the HMRI, 
University of Newcastle or Hunter New England Health staff. 

If you decide to withdraw from the study, you have the option of withdrawing all data relating 
to you and have any samples that have been taken destroyed. An exception to this is in the 
case of an adverse event, or a serious adverse event, where the data needs to be retained 
for regulatory reporting.  

The researchers may withdraw a participant if it is considered in the participant’s best 
interest or it is appropriate to do so for another reason. If this happens, the researchers will 
explain why and advise you about any follow-up procedures or alternative arrangements as 
appropriate. 

5. “What is the supplement that I will be asked to take?” 

The soluble fibre we are using is an oligosaccharide blend. Oligosaccharides are sugar 
molecules that are joined together.in chains of varying lengths. Oligosaccharides are 
naturally found in foods such as fruits, vegetables and whole grains, while the placebo is 
made from the starch in whole grains. Both oligosaccharides and starch are also added to 
some food products as an ingredient. The soluble fibre supplement (and placebo) is in a 
powder form and will be packaged into sachets. During each phase of the study you will 
need to mix a powder sachet into 250mL water (room temperature) and consume every 
morning and evening. The sachets will contain: 

 
Morning Evening 

1. High dose (once per day) 12g soluble fibre 6g placebo 

2. High dose (twice per day) 
6g soluble fibre 

6g placebo 
6g soluble fibre 

3. Low dose 
6g soluble fibre 

6g placebo 
6g placebo 

4. Placebo 12g placebo 6g placebo 
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The placebo will look exactly the same as the high and low doses of soluble fibre, but does 
not contain any active ingredients. The order that you receive each of the supplements will 
be randomly decided (like tossing a coin). This study is double blinded, which means that 
neither you nor the study staff will know which supplement you are taking at what time. At 
the end of the study we will look at which supplement you took during each phase of the 
study, then compare the results to work out whether the supplements made a difference to 
your asthma. Please note that you will be supplied with the study supplements required for 
this study. 

 

Study visit timeline 

 

 

 

 

 

6. “What happens at the Initial visit?” 

Prior to the initial visit you will have been provided with the participant information and 
consent form, either by post or email, and given time to consider whether or not you would 
like to participate. You will have also been contacted by telephone to have the study 
explained to you, answer any questions you may have and asked preliminary questions 
about the suitability of the study for you. If you agree to participate in the study, you will be 
invited to come into the HMRI clinic for an initial face to face visit (V0). If we determined on 
the telephone screen that you will need to undergo tests that would require you to withhold 
your usual asthma medications prior to the initial visit, we will ask you to send your signed 
consent form via reply paid mail or email. Otherwise, you will be asked to sign the form 
during the initial visit. The initial visit will take a maximum of 1.5 hours. Tests you will 
undergo at this visit include: 

 A brief medical history; 
 A brief medication usage history;  
 Measurement of your height, weight, blood pressure and lung function using spirometry; 
 Questionnaire on asthma control, asthma exacerbations and dietary intake; 
 Ragweed allergy skin prick test, which only needs to be completed on one occasion. In 

this test a small amount of fluid is put on your skin, then tiny pricks are made on the skin 
at this location (this doesn’t break the skin and is not painful). If you are allergic to the 
fluid, a small itchy lump will occur. This only lasts for an hour or so and if it is annoying 
we can give you some cream, which will take the itch away. 

 Saline challenge will be undertaken only if there is no previous evidence of asthma 
diagnosis (see below for a description of the tests). Alternatively, you may be provided 
with a peak flow meter to take home and record your peak expiratory flow twice daily for 
a period of at least one week, by exhaling forcefully into a small hand held device.  

If following the initial visit it is determined that this study is not suitable for you, we will 
advise you of the results and, with your permission, any abnormal results from your routine 
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clinical tests will be forwarded to your GP for follow up. If this study is suitable for you, we 
will organise a mutually convenient time for you to begin the study. 

7. “What do I need to do to prepare for the study visits?” 

 You will need to fast overnight and in the morning for 12 hours before each study visit. 
During this fasting period, you are able to drink water as desired. The longest you will be 
asked to fast is 12 hours. If you feel you will be unable to do this, please notify the study 
staff.  

 We will ask you to withhold your asthma medications for 6-24 hours, depending on which 
medications you use. However, if you feel that your symptoms worsen during this time, 
you should use your normal medications, and then come to your visit at the HMRI clinic 
as planned.  

8. “What tests will be performed at each visit (1-8)?”  

 Blood Test - At each visit approximately 27mL (less than 1.5 tablespoon) of blood will be 
taken from a vein in your forearm after a 12 hour overnight fast, to measure your levels of 
inflammation and plasma short chain fatty acids. 

 Spirometry- Your lung function will be measured by blowing into a spirometer, a 
machine that measures the amount of air expelled from your lungs. You will be asked to 
blow into the spirometer until your lungs are empty (approximately 6 seconds). 

 Saline Challenge - You will be asked to inhale a mist of salty water delivered by a 
nebuliser. You will be asked to do this for 30 seconds, 1 minute, 2 minutes, and three lots 
of 4 minutes. A breathing test will be done at the end of each period. This is a routine 
lung test. During the test we will ask you to cough to produce a sample of sputum, which 
we will measure for inflammation. The test will be stopped at your request or if your 
breathing test worsens and you will be given ventolin if you develop any problems with 
your breathing. Ventolin is a medication that immediately relieves constriction of the 
airways and is inhaled by mouth through a spacer device.  

 Exhaled nitric oxide – (eNO) You will be asked to do a breathing test to measure the 
inflammation in your airways. This is a simple test and you will be asked to breathe in 
and then out using a mouthpiece. 

 Blood Pressure– Your blood pressure will be measured using an automatic blood 
pressure monitor. 

 Questionnaires – During your visit you will be asked to complete questionnaires related 
to your asthma control, quality of life, diet, medication use and gastrointestinal symptoms. 
These questionnaires will take between 5-15 minutes to complete.  

 Stool sample collection – We will provide you with a stool collection kit to collect a stool 
sample before each visit, which you will freeze until you come in for your visit. 

9. “What else will I be asked to do during the study?”  

 Two weeks prior to the start of the study, and for the duration of the study, we would like 
you to change your diet to include no more than 2 serves of fruits and vegetables per day 
and consume ½ cup of bran-based cereal per day to avoid constipation. 

 We would also like you to avoid other soluble fibre-rich foods including oats, oat bran, 
beans, seeds and sources of probiotics such as yoghurt and fermented milk drinks. A 
dietitian will give you advice on how to do this prior to starting the study.  

 You will also be provided with 8 standardised evening meals, which you will be asked to 
consume the night before each of your scheduled visits. This will consist of a frozen 
pasta meal (purchased from a supermarket and made in Australia) that you will heat 
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according to the instructions on the package. The standardised meal is to replace your 
usual evening meal. On the following morning, you will attend the clinic at HMRI for 
medical testing (visits 1-8). 

 You will be supplied with a study diary, to record each day whether you have taken the 
supplement and your asthma medications and to record any unusual symptoms or 
additional medications used during the study period. This will take about 1 minute of your 
time each day. 

10. ‘Are there risks to me in taking part in this study?’ 

 The side effects of having blood collected may include bleeding or bruising at the 
injection site and possible dizziness and/or fainting. Please advise the research team if 
you normally feel dizzy or faint when you have blood collected.  

 The saline challenge test can cause difficulty breathing, coughing, some discomfort in 
your chest and wheezing. This is brief and responds promptly to reliever medications 
such as Ventolin.  

 If you are pregnant, intending to become pregnant or breastfeeding, you cannot 
participate in this study. If at any time you think you may have become pregnant, it is 
important to let the researchers know immediately. 

 The study supplements used in this trial contain only nutrients that are normally obtained 
from the diet, in doses approved for use in food. Some individuals may experience mild 
symptoms of flatulence or bloating for 12-24 hours after consuming each dose.  

11. ‘What happens if I suffer injury or complications as a result of the study?’ 

If you suffer any injuries or complications as a result of this study you should contact the 
study coordinator as soon as possible, who will assist you in arranging appropriate medical 
treatment. 

12. ‘How will my confidentiality be protected?’ 

Only the study investigators will know whether or not you are participating in this study. Any 
identifiable information that is collected about you in connection with this study will remain 
confidential and will be disclosed only with your permission, or except as required by law. 
Only the study investigators will have access to your details and results, which will be held 
securely at the Hunter Medical Research Institute. 

13. ‘What happens with the results?’ 

Your results including breathing tests will be available to be sent to your general 
practitioner, at the end of the study at your request. The results of the study will also be 
available to you at the completion of the study; however you should be aware that the study 
may take over a year to complete. For all participants in the study we would like to access 
and record the visits in your medical records. This will involve our staff accessing your 
medical record and recording the results of your visit in your patient notes. Blood, sputum 
and faecal samples collected in this study will be stored securely and may be used in the 
future for further research, only if you agree and the research has been approved by the 
Human Research Ethics Committee. We plan to discuss/publish the results of the study. In 
any publication, information will be provided in such a way that you cannot be identified. 
Development of any products with commercial applications that result from the research will 
be owned by the funding body, and neither the researchers nor the participants will have 
rights to any financial benefits.  

14. Costs 

Participation in this study will not cost you anything nor will you be paid. Parking will not cost 
you anything and a parking space will be reserved for you prior to each visit. The study 
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supplements required as part of this study will be provided to you at no cost. We will also 
provide you with a meal at each visit following the blood test because you will have been 
fasting. Participants will be reimbursed for travel expenses associated with participation in 
this study. 

 

15. ‘What should I do if I want to discuss this study further before I decide?’ 

When you have read this information, one of the named researchers will discuss any 
queries you may have with you. If you would like to know more at any stage, please do not 
hesitate to contact any of the other investigators on the numbers listed. 

Prof Lisa Wood - Chief Investigator      Tel: 02 4042 0147 
Prof Peter Wark - Co-investigator      Tel: 02 4042 0110  
Dr Netsanet Negewo  - Study Coordinator     Tel: 02 4042 0762 
Dr Bronwyn Berthon  - Clinical Research officer    Tel: 02 4042 0116  
Ms Cherry Thompson - Research Assistant    Tel: 02 4042 0139  

 

16. ‘Who should I contact if I have concerns about the conduct of this study?’ 

This study has been approved by the Hunter New England Human Research Ethics 
Committee, reference number 2018/ETH00114. If you have concerns or complaints about 
the conduct of this study you should contact: 

Dr Nicole Gerrand, PhD 
Manager, Research Ethics and Governance 
Hunter New England Local Health Network 
Locked Bag 1, NEW LAMBTON, NSW.   2305 
Tel: (02) 4921 4950 
Fax: (02) 4921 4818 
Email: Nicole.Gerrand@hnehealth.nsw.gov.au 

The Manager is the person nominated to receive complaints from research participants. You 
will need to quote reference number 2018/ETH00114.  

 

Thank you for taking the time to consider this study. 

If you wish to take part in it, please sign the attached consent form. 

This information sheet is for you to keep. 
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Prof Lisa Wood 

School of Biomedical Sciences & Pharmacy 

Hunter Medical Research Institute 
Lot 1 Kookaburra Circuit 

New Lambton Heights NSW 2305 
Ph: 02 40420147 Fax: 02 40420046 

Email: Lisa.Wood@newcastle.edu.au 

 

Participant Consent Form (Participant Copy) 

 SOLUBLE FIBRE FOR RESPIRATORY HEALTH STUDY 

I agree to participate in the above research project and give my consent freely. 

I understand that the project will be conducted as described in the information statement, a 
copy of which I have retained. 

I understand I can withdraw from the project at any time and do not have to give any reason 
for withdrawing. 

I consent to- 

1) Completing the tests involved in the study 

2) Completing questionnaires to obtain research data 

3) Allowing research personnel access to my medical record and to record attendance 
and results in my file 

I consent to secure storage of blood, sputum and faecal samples collected in this 
study to be used in future research, subject to approval by the Hunter New England 
Human Research Ethics Committee (tick box if you agree) 

I understand that my personal information will remain confidential to the researchers. 

I have had the opportunity to have questions answered to my satisfaction. 

 

Name            

Signature      Date      

I have informed the above person about this research and am sure that they understand 
both the content of the Information statement and the additional information I have provided. 

 

______________________________ 

 

Investigator/Delegate Name (printed)
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Prof Lisa Wood 

School of Biomedical Sciences & Pharmacy 
Hunter Medical Research Institute 

Lot 1 Kookaburra Circuit 
New Lambton Heights NSW 2305 

Ph: 02 40420147 Fax: 02 40420046 
Email: Lisa.Wood@newcastle.edu.au 

 

 

Participant Consent Form (Researcher Copy) 

SOLUBLE FIBRE FOR RESPIRATORY HEALTH STUDY 

I agree to participate in the above research project and give my consent freely. 

I understand that the project will be conducted as described in the information statement, a 
copy of which I have retained. 

I understand I can withdraw from the project at any time and do not have to give any reason 
for withdrawing. 

I consent to- 

1) Completing the tests involved in the study 

2) Completing questionnaires to obtain research data 

3) Allowing research personnel access to my medical record and to record attendance 
and results in my file 

4) I consent to secure storage of blood, sputum and faecal samples collected in this 
study to be used in future research, subject to approval by the Hunter New England 
Human Research Ethics Committee (tick box if you agree). 

I understand that my personal information will remain confidential to the researchers. 

I have had the opportunity to have questions answered to my satisfaction. 

 

Name            

Signature      Date     

 

I have informed the above person about this research and am sure that they understand 
both the content of the Information statement and the additional information I have provided. 

______________________________ 

Investigator/Delegate Name (printed) 


