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Chief Investigator: Professor Manohar Garg 

Nutraceuticals Research Program 
School of Biomedical Sciences & Pharmacy 

University of Newcastle, Callaghan 2308 NSW 
Tel: (02) 4921 5647 
Fax:(02) 4921 2028 

E: Manohar.Garg@newcastle.edu.au 
 

 

INFORMATION STATEMENT FOR THE RESEARCH PROJECT: 
Antioxidants for Active Ageing Trial (Ageing-Well Trial) 

Version 1.2; dated 30/09/2020 

Investigators: Professor Manohar Garg, Dr Jessica Ferguson and Dr David Bentley 

 

You are invited to participate in the research project identified above which is being conducted by 
Dr Jessica Ferguson (Postdoctoral Research Fellow) under the supervision of Professor Manohar 
Garg from the School of Biomedical Sciences and Pharmacy. 
 
Why is the research being done? 

Australia has an ageing population and muscle loss (also known as sarcopenia) is a common 
condition amongst older adults and is a natural part of the ageing process. Progressive loss of 
muscle increases the risk of fractures and lowers life expectancy, quality of life as well as limited 
ability to perform daily tasks with greater levels of fatigue and exhaustion. Changes in the immune 
system associated with ageing have also been suggested as potential contributing factors to 
muscle loss and physical frailty. Adequate nutritional intake as well as resistance/balance exercise 
training and some pharmacological intervention are the current preventative and therapeutic 
strategies for sarcopenia, however, long-term adherence to complex lifestyle changes that are 
also physically demanding can be a barrier for some individuals. Therefore, a safe, effective, 
adjunct therapy with potentially multiple health benefits may improve the well-being of older adults 
to delay or prevent further muscle loss and potentially improve muscle mass, strength, quality of 
life and physical function. This study aims to evaluate the health benefits of a dietary supplement 
containing pine bark extract in healthy older adults. Collection of information and measurements 
from you will enable us to investigate the health effects of this dietary supplement in older adults 
to promote healthy ageing. 
 
Who can participate? 

You are eligible to participate in this study if you are: 

• Healthy adults aged 55 to 75 years old without existing chronic disease 

You are NOT eligible to participate if any of the following apply to you: 
• Diagnosed with any chronic conditions including cancer, type 2 diabetes, cardiovascular 

disease, gastrointestinal conditions, autoimmune diseases or neurological disorders 
• Currently taking any anticoagulants medication e.g. Aspirin, Warfarin or NOAC (Novel 

Anticoagulant) 
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• Diagnosed with hepatic and/or renal failure 
• Routinely taking any supplements known to influence the study outcomes e.g. curcumin, 

coenzyme Q10, Vitamin E 
• Have allergies or intolerances to fig, kiwifruit or papaya 
• Made significant changes to dietary patterns, food choices, lifestyle and/or physical activity 

levels in the past 3 months and/or currently participating in (or in the last 30 days) another 
research intervention trial involving changes to diet and/or physical activity 

• Currently smoke and/or smoked regularly in the past 6 months 
• Excessive alcohol consumption i.e. more than 10 standard drinks per week 
• Significant weight lost (>5% bodyweight) in the past 6 months 
• BMI > 40 kg/m2 
• Pregnant or breastfeeding 

*If you have had a previous radiological or nuclear medicine investigation in the past 7 days, you 
must notify the study investigators so that your clinic appointment can be scheduled for at least 
14 days or more after this event. 
 
What does this study involve? 

If you agree to participate, you will be asked to: 

• Sign and return by mail, email or in person the participant Consent Form - this is 
mandatory for study participation and required before attending any appointments related 
to this study. 

• Visit the Nutraceuticals Research Program Clinical Trial Facility at the University of 
Newcastle (UON) on THREE occasions for clinic appointments that will take 
approximately 1 hour each and attend the Newcastle Bone Density (NBD) Centre on 
THREE occasions for a body x-ray scan appointment that will take approximately 15 
minutes each visit. All appointments will be scheduled at the beginning (week 1), mid-way 
(week 6) and conclusion of the study period (week 12) and you will be asked to attend 
them after an overnight fast (10 hours). 

• Consume one of the following every day with breakfast for 12 weeks: 
1. 1 small bottle (50mL) of study supplement drink (containing no pine bark extract) OR 
2. 1 small bottle (50mL) of study supplement drink (containing pine bark extract) 

A computer-generated program will randomly assign you to consume one of the above. You 
will not be asked to make any other changes to your usual diet, physical activity levels or 
lifestyle. It is important that you do not make any changes to your eating and physical activity 
habits for the duration of the trial.  
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Study Visit Schedule: 

Description of Tests During Study Visits: 

University of Newcastle (UON) Clinic Appointments 
The following measurements and information will be collected from you at each of these 
appointments: 

• Blood Test – blood will be collected from a vein in your forearm to measure your blood 
chemistry. Before attending these visits, you need to fast overnight for 10 hours, however, 
you can drink plain water during this time. Blood will be collected on arrival and you will be 
provided with a light breakfast after blood collection.  

• Waist circumference and blood pressure – your waist circumference will be measured 
using a tape measure and blood pressure using an automatic blood pressure monitor. 

• Physical Performance & Strength Tests – we will ask you to perform a number of tasks 
to assess your physical function, strength and balance such as a grip strength test using 
a handheld device. Others include a 4m walk to measure your speed and various tasks 
involving standing and sitting from a chair. These tests will take approximately 30-
40minutes to complete and are designed to be used in an older population and should not 
cause discomfort. 

• Questionnaires:  

o Medical & Demographic Questionnaire – you will be asked to complete this prior to 
attending Visit 1 only 

o 3-day food & beverage diary – you will be asked to complete this within one week 
prior to each appointment 

o Physical Activity Questionnaire – You will be asked to complete this the day before 
each appointment. 

o Quality of Life Questionnaire – You will complete this during each appointment.  

• Study Drink Intake Log – You will be asked to record your daily intake of the study drink 
in a log provided to you and return this at Visit 2 & 3. This is a simple log (tick-box format) 
with space to log any atypical events e.g. atypical medication. *Finished and unfinished 
drink bottles are to be returned to the study investigator at each appointment. 
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You will be provided with a parking permit upon arrival to our facility at the University of Newcastle, 
which is valid for your appointment duration in the specified bays as indicated on the ‘Directions 
& Maps’ instructions provided to you. 

Newcastle Bone Density (NBD) Centre Appointments 
Body Composition & Bone Mineral Content (DXA Scan) – you will be asked to attend the NBD 
centre after an overnight fast for measurement of body composition and bone mineral content 
using dual-energy x-ray absorptiometry. The x-ray body scans will also be at the same time points 
as the study clinic appointments, preferably within 1-3 days before your clinic appointment. You 
will be asked to lie on a scanner bed while a scanning arm passes over your body. The test is not 
painful and takes approximately 6-10 minutes. Free parking is available on site and you will be 
provided with directions. This test will tell us about your muscle and fat distribution as well as how 
strong your bones are. 

If you experience any adverse events during any of your appointments, you must report these to 
the investigators, and these will be recorded and monitored. 
 
What do you need to do to prepare for your appointments? 

Carefully read the Instruction Letter provided to you to ensure you are well prepared. 

Consent form 
A consent form will be emailed/mailed to you and you will be required to sign and return this prior 
to attending any appointment related to this study, this is mandatory for study enrolment. 

Book body scan appointment 
You will need to phone Newcastle Bone Density Centre to schedule all three of your appointments 
for the study, keeping in mind these need to be scheduled very close to your clinic appointments 
at the University of Newcastle. It is preferable to book these appointments before 8:30am as you 
will be fasting, however, you can discuss times with reception. Appointment slots are 15 minutes 
long. 

Fast 
For all appointments (including DXA scan), you will need to fast for 10 hours (overnight), this 
means you are not allowed to eat or drink anything (except tap water) until your appointment e.g. 
if your appointment time is 8:30am, you must stop eating/drinking by 10:30pm the night before 
(water is permitted).  

Alcohol and physical activity 
You must avoid consuming alcohol and partaking in vigorous physical activity 24 hours prior to 
your appointment time. 

What to wear 
DXA Body Scan (at Newcastle Bone Density Centre): Comfortable loose clothing avoiding all 
metal such as zips, buckles and hooks as well as bras or undergarments containing underwire, 
jewellery, metal hair pieces and watches, so you might wish to leave valuable items at home. A 
change room is available if you wish to wear a gown supplied by the Centre. 
Clinic Appointments (at the University): Please wear comfortable clothes and shoes for performing 
basic physical tests. 
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What choice do you have? 

Participation in this research is entirely your choice. Only those people who give their informed 
consent will be included in the study. Whether or not you decide to participate, your decision will 
not disadvantage you. If you do decide to participate, you may withdraw from the project at any 
time without having to provide an explanation. If you choose to withdraw from the study please 
note that you are unable to withdraw any existing data already collected from you as this is a 
clinical trial and data must be retained in case of any future adverse events. 
 

How much time will it take?  

The clinic appointments will take approximately 1 hour and the DXA scan appointments 
approximately 15 minutes of your time. To cover some of the travel-related expenses to attend the 
appointments at the University of Newcastle and the Newcastle Bone Density Centre, you will 
receive a total of $90 for participating in this study i.e. 3x $30 at the end of every clinic appointment. 
 

What are the risks and benefits of participating? 

Risks 
Fasting: Fasting overnight may cause you to feel hungry and tired, however, drinking water can 
help reduce these symptoms during the fasting period. You will be allowed to eat and drink as 
soon as the blood sample and DXA body scan have been performed.  

Blood collection: There are some risks of donating blood including bruising or bleeding from the 
collection site, as well as dizziness and fainting. However, these risks are minimal, and a qualified 
and experienced phlebotomist will take your blood in order to minimise these risks.  
If any of the health-based assessment results indicate the need for further follow-up or referral, a 
letter will be provided to your GP or other health practitioner for appropriate medical management 
and monitoring. 

DXA body scan: This research study involves exposure to a very small amount of radiation. As 
part of everyday living, everyone is exposed to naturally occurring background radiation and 
receives a dose of about 2 to 3 millisieverts (mSv) each year. The effective dose from this study 
is about 0.03 mSv. At this dose level, no harmful effects of radiation have been demonstrated and 
the risk is believed to be negligible. All scans will be performed by trained and qualified technicians 
at the NBD Centre and to further ensure your safety, technicians will conduct a screening 
questionnaire on the day of your scan. You must retain the information about this procedure 
including the radiation dose for at least five years so that it can be provided to researchers in any 
future research project involving exposure to ionizing radiation. If findings from your DXA scan 
indicate potential Osteopenia or Osteoporosis, your results will be provided to you at the end of 
the study so that you can discuss treatment with your Healthcare provider(s). 

Medical & Demographic Questionnaire 

This questionnaire asks general questions about your medical history and demographics. 
Reflecting on these issues might be upsetting for some participants, and if this is the case, there 
are referral options available e.g. Lifeline, your designated GP. 
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Benefits 
Participants will gain knowledge and contribute to the scientific advancements of nutrition science 
that supports healthy ageing and improving the quality of life and physical functioning of older 
adults. Findings from this study will provide novel information about the use of pine bark extract 
on oxidative stress, muscle mass, quality of life and immune function in healthy older Australian 
adults who are at risk of sarcopenia. Additionally, your personal results from the investigation will 
be made available to you upon request at the conclusion of the study. If you would like to receive 
a summary of the overall results of the project, please indicate this on your Consent Form. 
 
How will your privacy be protected? 

Your information will be treated with respect for privacy and confidentiality. Access to any 
identifiable data will be restricted to members of the research team, unless: 

• You have consented otherwise; or 
• Disclosure is required by law in order for us to comply with our regulatory obligations 

All information collected directly from the participants will be stored as the original paper copy in 
a locked filing cabinet in the Medical Science Building at the University of Newcastle, accessible 
to the study investigators only. All data will only be identifiable by a participant identification code 
with no other identifying details on file. During statistical data analysis, the database will be stored 
on the University of Newcastle’s secure IT environment (ownCloud) which is password protected 
and is the default storage solution as research data is being acquired and analysed during the 
active phase. After completion of computer data analysis, the information will be transferred onto 
a USB and then it will be removed and permanently deleted from ownCloud. The USB will also be 
stored in a locked cabinet in a locked room of the principle investigator. Data will be retained 
securely for a minimum period of 15 years form the completion of the research and 
managed/stored in accordance with the University’s Research Data and Materials Management 
Guideline (see https://policies.newcastle.edu.au/document/view-current.php?id=72) or any 
successor Guideline, and applicable University of Newcastle policy provisions (as amended from 
time to time). All blood samples will be disposed of at the conclusion of the study.  
 
How will the information collected be used? 

Blood samples will be analysed by a local pathology service provider (Pathology North) as well as 
the Nutraceutical Research Program at the University of Newcastle. Results from the DXA scan 
will be sent by technicians at NBD Centre to the study investigators in a report format. 

Results of this research will be published in peer-reviewed scientific journals. Furthermore, results 
of this research will be reported to Tismor Health & Wellness and may be presented in academic 
settings or conferences. Individual participants will not be named or identified in any reports arising 
from the research project. Non-identifiable data may be shared with other parties to encourage 
scientific scrutiny and to contribute to further research and public knowledge, or as required by 
law.  
 
Funding 
Tismor Health & Wellness is funding this study and are also supplying the intervention products 
(both placebo and active). 

https://policies.newcastle.edu.au/document/view-current.php?id=72
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What do you need to do to participate? 

Please read this Information Statement and be sure you understand its contents before you 
consent to participate. If there is anything you do not understand, or you have questions, please 
contact the research team. Please note that we have a COVID-19 Safety Protocol in place which 
study investigators and participants must comply with. As part of the COVID-19 Safety Protocol, 
researchers will be undertaking record keeping as directed by NSW Government to assist with 
COVID-19 contact tracing. Your full name, contact number and the date and time of attendance 
at our facility will be recorded and stored confidentially and securely on a password protected 
computer for at least 28 days and this information will only be used for tracing COVID-19 
infections. The safety protocol will be forwarded to you at the time of your appointment booking. 
Compliance with this protocol is mandatory for study participation. 
 
If you would like to participate in this study, please complete and return the attached consent form 
to Dr Jessica Ferguson at jessica.ferguson@newcastle.edu.au 
At this time Jessica will get in contact with you to schedule your appointments for the study. 
 

Further information 

If you would like any further information regarding the research project please contact the lead 
investigator Dr Jessica Ferguson Tel: (02) 4921 5636, Email: 
jessica.ferguson@newcastle.edu.au or Chief Investigator, Professor Manohar Garg. 
 

Thank you for considering this invitation to participate in research at the University of Newcastle.   
 
Professor Manohar Garg 
Director, Nutraceuticals Research Program 
School of Biomedical Sciences & Pharmacy 
University Drive, Callaghan 
NSW 2308 Australia 
Phone: +61 2 4921 5647 
Fax: +61 2 4921 2028 
Email: Manohar.Garg@newcastle.edu.au 

 
Dr Jessica Ferguson 
Postdoctoral Researcher & Accredited 
Practising Dietitian 
Nutraceuticals Research Program 
School of Biomedical Sciences & Pharmacy 
University Drive, Callaghan 
NSW 2308 Australia 
Phone: +61 2 4921 5636 
Email: Jessica.Ferguson@newcastle.edu.au 

  
Dr David Bentley 
Senior Lecturer 
School of Environmental & Life Sciences 
University Drive, Callaghan 
NSW 2308 Australia 
Email: David. Bentley@newcastle.edu.au 

 

 

Complaints about this research 

This project has been approved by the University’s Human Research Ethics Committee, Approval No. H-
2020-0271.  

Should you have concerns about your rights as a participant in this research, or you have a complaint about 
the manner in which the research is conducted, it may be given to the researcher, or, if an independent 

mailto:jessica.ferguson@newcastle.edu.au
mailto:jessica.ferguson@newcastle.edu.au
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person is preferred, to the Human Research Ethics Officer, Research & Innovation Services, The University 
of Newcastle, University Drive, Callaghan NSW 2308, Australia, telephone (02) 4921 6333, email Human-
Ethics@newcastle.edu.au. 


