
                  
                                                                                                                     

REC Ref: 14/LO/0339  Version 1.2, 12-July-2015 

The ACORN  
  Study
 

 
 

 
 
 
 

 
 

The ACORN Study: Coping and Relaxation in Pregnancy 

 
Participant Information Sheet 

 
 
You are being invited to take part in a research study of a programme which aims to help with 
anxiety and stress in pregnant women.  The study is being run by a team of researchers led by Dr. 
Heather O’Mahen. 
 
Before you decide it is important that you know what the study is for and what it would involve.  We 
will describe the study and go through this information sheet, which is for you to keep.  You may 
wish to discuss the study and taking part with your partner, family, friends, GP or midwife.   If you 
have any questions or concerns you are welcome to discuss them with one of the research team. If 
you decide to take part you will be asked to sign a consent form.  
 
What is the study for? 
 
In this study we are looking at a programme which aims to help reduce anxiety and stress in 
pregnant women.  The programme involves three group sessions led by midwives.  We are in the 
early stages of this research and so the purpose of this study is to do the sessions with a small 
number of women, and their partners where possible. We will then ask for your feedback on all 
aspects of the programme and how we run the study.  This will help us to work out what works best 
for women and their partners and will help us to design a larger study involving more participants. 
 
Why have I been invited to take part? 
 
We are inviting you to take part because you are in the second trimester of your pregnancy, and 
have indicated that you are experiencing some stress or anxiety.  We would like to see a range of 
women, as we are interested in finding out about different concerns and worries that arise during 
pregnancy and how we can best help with these. 
 
Do I have to take part? 
 
Participation in the study is entirely voluntary, so it is up to you to decide whether or not to take 
part.  If you decide to take part you will be asked to sign a consent form. If you do decide to take 
part and later change your mind, you are free to withdraw from the study at any time and without 
giving a reason.  Taking part will not affect your healthcare, or that of your baby, in any way. 
 
 
 

University of Exeter 
                        Washington Singer Building 

Exeter  
EX4 4QG 

 

Tel: 07413 816 011  

Email:   N.A.A.Kelly@exeter.ac.uk  

Website: www.acornstudy.org  

 

mailto:N.A.A.Kelly@exeter.ac.uk
http://www.acornstudy.org/
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What will I have to do? 
 
If you agree to take part you will be allocated randomly to one of two groups.  One group will 
undertake the programme, in addition to their usual antenatal care, and the other group will 
continue to receive their usual antenatal care.   
 
The programme involves attending three group sessions during pregnancy, led by midwives. The 
sessions will be in the evening at three-week intervals.  Each session will last about 1.5 hours and will 
take place at the University of Exeter. We would like to involve partners as well where this is 
possible, but are very happy for women to come on their own if not.  In these sessions you will 
receive information about anxiety and stress during pregnancy, and you will learn a variety of 
techniques and strategies to help with these feelings. You will receive a booklet, which includes 
details of the information and techniques covered in the group sessions.  
 
If you are allocated to the usual care group you will continue to receive your usual medical care. 
 
We will ask participants in both groups to complete some questionnaires at different time points in 
the study so we have an idea of how you are getting on. We will also ask participants to download an 
application onto your smartphone, which will be available through the app store on your phone. You 
will be asked to complete some short questions on the app 3 times a day, for a one week period, at 6 
different time points in the study. The app will send an alert to your phone when we would like you 
complete these questions. Some of these questionnaires may feel personal or may make you feel 
anxious or upset. Trained and experienced members of the study team will be available to talk to 
you about any concerns you have and you are welcome to contact them at any time. 
 
At the end of the study we would also like to have a talk with you about your experience of taking 
part.  We will be keen to get your feedback on all aspects of the programme and the research.  We 
will audiotape and transcribe these discussions in order that we can later look at everyone’s 
feedback and use it to improve the way in which we run the programme and the research.   We 
would also like to video record the group sessions in order that we can review the way we run the 
programme and make any changes for future delivery of the sessions if necessary.  The audio and 
video recordings will be stored securely and will only by accessed by members of the study team, 
and will be destroyed after the research is completed. 
 
You will be given a £10 voucher, per couple, for the questionnaires you complete before the study 
starts, at the end of the group programme, and at a follow up after your baby is born, in recognition 
of the time and effort you put in to the study. You will also be reimbursed for travel costs to and 
from the group sessions and refreshments will be available. 
 
What are the possible benefits of taking part? 
 
We are in the early stages of this research and therefore we cannot say with certainty that taking 
part will be of benefit to you. However, the programme has been used in research studies previously 
and parents have found it helpful. It has been shown to reduce stress and anxiety in expectant 
parents.  
 
What are the possible disadvantages and risks of taking part? 
 
The disadvantages of taking part are likely to be small. If you are allocated to do the programme you 
would need to put aside time for the group sessions (about 1.5 hours), which will be in the evening.   
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The midwives and researchers are experienced and specially trained for the study, and if during the 
sessions or discussions you were to feel uncomfortable or distressed for any reason, they would 
respond sensitively and only continue if you were happy to do so. 
 
Will my taking part in the study be kept confidential? 
 
We will keep all information in the strictest confidence. Only certain members of the research team 
will have access to your information. We will give you a unique ‘participant number’ so that your 
name and contact details are not stored with any information from the study. 
 
If you decide to take part we will write to your GP with your permission, but only to let him/her 
know that you are taking part in the study. Otherwise everything you say will be treated with utmost 
confidentiality. The only exception to this would be if something you said or wrote suggested that 
there was a serious risk to yourself, your family, or other people.  In this case we would contact your 
GP or other care provider and would endeavour to gain your permission before doing so. Whether 
or not you take part will not in any way affect the healthcare you or your baby receives. 
 
What will happen to my information? 
 
All of your information will be stored securely and will only be accessible by certain members of the 
research team.  In accordance with NHS Trust policy we will keep your information and the 
recordings we make during the study for 5 years after the study has finished, after which time they 
will be destroyed. 
 
If you give us permission to do so we may use some clips of you or some quotes from your feedback 
in research presentations. Quotes would be anonymised and your personal details would not be 
disclosed. 
 
What will happen to the results of the study? 
 
We will use the feedback and information gained from this study to design a larger study of the 
programme, to test further how helpful and beneficial it is to expectant parents.  We will publish the 
results of the current study in scientific journals and may present them at conferences.  All 
information will be anonymised and you will not be identifiable in the results or publications.  We 
will also send all participants a summary of our findings at the end of the study. 
 
Who has reviewed the study? 
 
All research in the NHS is looked at by an independent group of people, called a Research Ethics 
Committee, in order to protect your wellbeing, rights and dignity. This study has been reviewed and 
given favourable opinion by  the London – Riverside National Research Ethics Committee. 
 
What if there is a problem or something goes wrong? 
 
It is unlikely that anything will go wrong, but it is important that you have this information in case it 
does.  If you wish to make a complaint, or have any concerns about any aspect of the way in which 
you have been treated during the course of this study, then you should contact the local principal 
investigator Dr. Heather O’Mahen by phoning 01392 724651 or emailing H.O’Mahen@exeter.ac.uk. 
You can also contact the chief investigator, Dr Paul Ramchandani, by phoning 0203 383 4161 or 
emailing p.ramchandani@imperial.ac.uk. The normal National Health Service complaints 
mechanisms are also available to you.   

mailto:p.ramchandani@imperial.ac.uk
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What happens next? 
 
If you would like to take part in the study please contact the study team using the details above.  If 
we do not hear from you soon we will also try to contact you to see whether you would like to take 
part.  
 
If you would like more information about the study or would like to discuss it with one of our 
researchers, please phone or email us using the contact details above. 
 
 

Thank you for taking the time to read this information and for your  
interest in our research 


