
 

Participant Information Sheet – Medical (Specific) 

Project Title: Shared Medical Appointments for Type 2 Diabetes – a randomised controlled feasibility 

study 

Project Summary:  

You are invited to participate in a research study being conducted by NICM’s academic integrative 

health centre at the Westmead campus under the supervision of Dr Carolyn Ee, Senior Research 

Fellow, and Professor Dennis Chang, Professor of Pharmacology, NICM Health Research Institute. The 

research is a new type of providing care for people with Type 2 diabetes (T2D). We are conducting this 

study to see if it is feasible (possible) and acceptable to do a larger study that will test the effectiveness 

of this type of healthcare.  

How is the study being paid for?  

This study is funded by the Western Sydney University Researcher Development Program. 

What will I be asked to do? 

This is a preliminary study to test whether or not it is possible and acceptable to do a larger study on 

the effectiveness of Shared Medical Appointments (SMAs) for management of Type 2 diabetes. If you 

decide to take part in this study, you will be put into one of two groups. You will have an equal chance 

(50:50) of being put in either one of these groups as the allocation to the groups is completely random 

and determined by a computer generated sequence.  

One group will attend for six Shared Medical Appointments (the "intervention" group). The other group 
will not receive any additional treatment but will be told to follow the instructions of their GP and other 
health professionals on managing diabetes (the "usual care" group).  
 
What are Shared Medical Appointments?  
 
If you are allocated to the intervention group, you will be asked to attend 6 programmed Shared 

Medical Appointments (pSMAs) over 12 weeks in addition to completing weekly home mindfulness 

practice. Shared Medical Appointments are group medical visits where a GP or other medical doctor 

meets individually with up to 12 patients, in a group setting. SMAs are facilitated by a trained health 

professional and offer the ability for people who have similar health concerns to learn from each other 

in a group setting. A programmed SMA includes some health education as part of the group visit. We 

are also including some basic training in mindfulness meditation, which can help with reducing stress 

and may help with making healthier lifestyle choices.  

Our SMAs last for about two hours and involve:  

• A ten minute introduction by the facilitator 

• A half hour health education session (different topic each time) 

• A 15-20 minute mindfulness meditation session led by an experienced meditation teacher 

• Individual GP consultations (one on one with the GP) over an hour 
 
We will serve a light healthy dinner at the SMAs. You will receive a workbook for reference and to record 
your goals, and some exercises to help you do some mindfulness practice at home.  
 
When and where are the Shared Medical Appointments held?  
 
Our SMAs will begin on 23 May 2019 and will be held at our campus in Westmead (158-160 
Hawkesbury Road, Westmead) on Thursday evenings at 5:30pm – 7:30pm, starting on 23 May 2019. 
 



 

What happens in the usual care group? 
 
If you are allocated to the usual care group, you will be referred back to your GP for management of 
your diabetes. We encourage you to register for the GetHealthyNSW program, which is a free 
telephone-based lifestyle coaching service, and to also download and use a free mindfulness meditation 
app known as "Smiling Mind". You will be asked to have some tests done when you enrol and after 12 
weeks of usual care. 
 
What tests will I be asked to do? 

No matter what group you are in, you will be asked to have some tests done when you enrol and after 

12 weeks (or after the completion of the SMAs).  

• You will be asked to attend our clinic in Westmead and meet with our research assistant who 

will be able to answer any questions and enrol you in the study once you sign the consent 

form.  

• The research assistant will then weigh you, measure your waist and hips, and check your 

blood pressure. You will be asked to complete some surveys about your health. Finally, you 

will be asked to have a blood test to test your blood sugar control and your cholesterol levels.  

• When you start the study, and also in the final two weeks, you will be asked to wear two small 

devices: a continuous blood glucose monitoring sensor, which involves insertion of a tiny and 

fine sensor into the skin of your upper arm; and an accelerometer, which is a pedometer worn 

around the waist.  

How much of my time will I need to give? 

You will attend for three clinic visits with the research assistant. Two of these are longer, lasting up to 

forty five minutes each. The last clinic visit is very brief (around 10 minutes) and is only for the 

purpose of removing the continuous glucose monitoring sensory and downloading of the data.  

If you are in the SMA group, you are asked to attend for six SMAs of two hours duration each (12 

hours total). These will take place at our campus in Westmead (158-160 Hawkesbury Road, 

Westmead) on Thursday evenings at 5:30pm – 7:30pm, starting on 23 May 2019. Light refreshments 

will be served. The dates for the SMAs are: 

1. 23 May 

2. 6 June 

3. 20 June 

4. 4 July 

5. 18 July 

6. 1 Aug 

You will also need to go for two blood tests.  

You are encouraged to spend additional time on home meditation practice. This may take anything 

from 10 minutes to one hour daily depending on your preference.  

The SMAs (and indeed your usual treatment with your GP) will advise and encourage you to 

undertake healthy lifestyle habits such as being physically active and preparing healthy meals.  

What benefits will I, and/or the broader community, receive for participating? 

If you are in the SMA group, you may benefit from the additional health education that you will 

receive, the chance to share your experiences and learn from the experiences of other people who 

have diabetes, and from one-on-one time with a GP to discuss your health concerns.  



 

You will also get some additional monitoring of your blood glucose levels using a new type of blood 

sugar monitor that does not involve daily finger prick testing. This monitor tests your blood glucose 

continuously for 14 days and can provide you and your GP with additional information to help you 

better manage your diabetes.  

We will offer a $50 gift voucher to all participants who complete the trial.  

This study may lead to future larger studies which test the effectiveness of SMAs on managing 

diabetes. This may have significant benefits for people with diabetes and for the broader community, 

by improving health and reducing complications from diabetes.  

Will the study involve any risk or discomfort for me? If so, what will be done to rectify it? 

There are no anticipated significant risks of participating in this trial.  
 
Some people find being in a group setting uncomfortable or embarrassing. If you are concerned about 
this, please speak to our Research Assistant or to Dr Ee, as this type of care may not be suitable for 
you. You will never be asked to share anything that you do not want to, and your privacy and 
confidentiality are respected at all times. Our SMAs are only facilitated by experienced facilitators who 
have received extensive training in order to be qualified to run SMAs.  
 
You will be asked to wear a continuous blood glucose monitoring sensor for 14 days at the start of the 
trial and at the end. This involves insertion of a tiny wire just under the skin on your upper arm and is 
secured with an adhesive (sticky) patch. Some people report skin reactions such as itching, allergic 
reactions, redness and swelling from the adhesive patch, and minor infection, bruising, and pain from 
the sensor. No serious adverse events have been reported in clinical trials using this sensor. Our 
trained research assistant will insert and attach the sensor.  
 
If you experience a side effect from wearing the sensor you will be instructed to see your usual GP for 
management and treatment of the side effect. This may include the use of creams or medications to 
treat your symptoms, if appropriate. You can remove the sensor if it is too uncomfortable.  
 
You will be asked to have a fasting blood test to check sugar control and cholesterol levels before and 

after the trial. Blood tests are usually well tolerated; however, some people may experience minor 

pain or discomfort, and bleeding or bruising, and some people might feel mild dizziness while fasting.  

Taking part in this trial means that you will have to give up some of your time to attend for clinic visits, 

and for the SMAs if you are allocated to this group.  

Your decision to take part in this study or to decline participation will have no effect on the treatment 

that you receive from your usual health professionals.  

How do you intend to publish or disseminate the results? 

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 the 

participant cannot be identified.  

Will the data and information that I have provided be disposed of? 

Please be assured that only the researchers will have access to the raw data you provide and that 

your data will not be used in any other projects. Please note that minimum retention period for data 

collection is fifteen years post publication. The data and information you have provided will be 

securely disposed of after this time.  

 



 

Can I withdraw from the study? 

Participation is entirely voluntary, and you are not obliged to be involved. If you do participate you can 

withdraw at any time without giving reason.  

If you do choose to withdraw, any information that you have supplied can be withdrawn upon your 

request.  

Whatever your decision, it will not affect your medical treatment or your relationship with the medical 

staff. 

Can I tell other people about the study?  

Yes, you can tell other people about the study by forwarding them the study website details or asking 

them to contact the Chief Investigator Dr Carolyn Ee.  

What if I require further information? 

Please contact Dr Carolyn Ee or Professor Dennis Chang should you wish to discuss the research 

further before deciding whether or not to participate. 

Dr Carolyn Ee, Senior Research Fellow, NICM Health Research Institute 

Ph: 02 4620 3085 

Professor Dennis Chang, Professor of Pharmacology 

Ph: 02 9685 4725 

What if I have a complaint? 

If you have any complaints or reservations about the ethical conduct of this research, you may contact 

the Ethics Committee through Research Engagement, Development and Innovation (REDI) on Tel +61 

2 4736 0229 or email humanethics@westernsydney.edu.au. 

Any issues you raise will be treated in confidence and investigated fully, and you will be informed of the 

outcome.  

If you agree to participate in this study, you may be asked to sign the Participant Consent Form. The 

information sheet is for you to keep and the consent form is retained by the researcher/s.  

This study has been approved by the Western Sydney University Human Research Ethics Committee 

The Approval number is H12925.  



 

Appendix 3 Consent Form 2Nov2018 

Consent Form – Medical (Specific) 

Project Title:  Shared Medical Appointments for Type 2 Diabetes – a randomised controlled 

feasibility study 

I hereby consent to participate in the above named research project. 

I acknowledge that: 

• I have read the participant information sheet (or where appropriate, have had it read to me) 

and have been given the opportunity to discuss the information and my involvement in the 

project with the researcher/s. 

• The procedures required for the project and the time involved have been explained to me, 

and any questions I have about the project have been answered to my satisfaction. 

I consent to: 

☐ My blood test being taken at the start and end of the study 

☐ My anthropometric measurements being taken (weight, BMI, waist circumference, hip 

circumference) 

☐ My blood pressure being taken 

☐ Wearing a continuous glucose monitoring sensor for 2 weeks at the start and end of the study 

☐ Wearing an accelerometer (like a pedometer) for 7 days at the start and end of the study 

☐ Attending for six Shared Medical Appointments over 12 weeks (if I am allocated to this group) and 

doing home mindfulness practice every week 

 

I consent for my data and information provided to be used for this project. 

I understand that my involvement is confidential and that the information gained during the 

study may be published but no information about me will be used in any way that reveals my 

identity. 

I understand that I can withdraw from the study at any time without affecting my relationship 

with the researcher/s, and any organisations involved, now or in the future. 

 

Signed: 

Name: 

Date: 

 

 



 

This study has been approved by the Human Research Ethics Committee at Western Sydney 

University. The ethics reference number is: H12925  

 

What if I have a complaint? 

If you have any complaints or reservations about the ethical conduct of this research, you may contact 

the Ethics Committee through Research Engagement, Development and Innovation (REDI)  on Tel 

+61 2 4736 0229 or email humanethics@westernsydney.edu.au. 

Any issues you raise will be treated in confidence and investigated fully, and you will be informed of 

the outcome.  
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