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 PARTICIPANT INFORMATION SHEET – Version 1, April 2014 
 

Participant Information Sheet  
Study Title: Imaging Oxytocin and Autism 

Part 1 

We would like to invite you to participate in a research study that will investigate how 
hormones affect behaviour in people with Autism Spectrum Conditions.  This sheet will 
explain why this research is being done and what your participation would involve.  Please 
take time to read the following information carefully. Talk to others about the study if you 
wish.  

Part 1 tells you the purpose of this study and what will happen to you if you take part. Part 2 
gives you more detailed information about the conduct of the study. Participation is entirely 
voluntary.  If you have any questions, or if anything on this sheet is unclear, let us know, and 
we will be glad to provide you with more information. 
 
What is the purpose of this study?  Oxytocin is a hormone involved in many aspects of 
human social interaction. We are investigating how individual differences and a single dose of 
an oxytocin nasal spray may affect the way that people with Autism Spectrum Conditions 
think about things like emotions and physics.   
 
Why have I been invited? You have previously indicated that you would be interested in 
hearing about studies conducted by the Autism Research Centre. The presence of medical 
problems may affect the use of oxytocin, so you should not participate in this experiment if 
you are on any medication, or if you have any medical problems, including, but not limited to: 
heart disease, hypertension and kidney disease.   
 
Do I have to take part? It is up to you to decide. We will describe the study and go through 
this information sheet, which we will then give to you. We will then ask you to sign a consent 
form to show you have agreed to take part. You are free to withdraw at any time, without 
giving a reason. This would not affect the standard of care you receive. 
 
What will happen to me if I take part?  If you decide to take part in this experiment, you 
will be asked to complete some questionnaires about your personality online and come to the 
University Department of Psychiatry Herschel Smith Building Clinical Suite (located on the 
Cambridge Biomedical Campus) in Cambridge for two visits separated by at least one week. 
We aim to schedule these visits at the same time in your normal menstrual cycle, thus they 
can be more than a week apart. 
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At your first visit we will go trough this information sheet together, discuss the brain 
scanning, allow you time to ask us questions about the procedures and if you are satisfied by 
our answers and are still willing to participate you will be asked to provide written informed 
consent.  

At each visit we will ask you to take a pregnancy test prior to receiving the nasal spray. 
Should the pregnancy test be positive for pregnancy you will be excluded from further 
participation. We will also inform about your method of contraception and possible use of 
other hormones. At each visit you will also be asked to provide a small saliva sample and then 
you are given a dose of a nasal spray. This spray will either contain a dose of Oxytocin or a 
placebo, which is identical to the oxytocin spray, except it does not contain any active 
hormones. Although you will receive both sprays (one at each visit), you will not know which 
one you are receiving at the time, and neither will the researcher.  This way, we can be sure 
that any effects of the spray are not related to knowledge of the experimental condition. 

During both visits, after you receive the spray, you will have some time to relax.  You may 
want to bring a book or newspaper.  After about twenty minutes, you will be asked to prepare 
for brain scanning and we will ask you to provide another saliva sample. Before we bring you 
to the scanner we will instruct you on how to complete some simple computer based task in 
the scanner. Prior to the task we will make an anatomical scan of your brain as well as a scan 
to measure brain activation while you try to relax. During the tasks, we will also measure 
brain activation in relation to the tasks. In total you will spend no more than one hour in the 
scanner. After you come out of the scanner you will again be asked for a small saliva sample. 

At the end of each session a researcher will ask you about your experience, and your 
conversation will be recorded. 

You will also be asked to take a brief intelligence and language test during one of your visits.  
Alternatively, if you have already taken these tests for previous studies at the Autism 
Research Centre, we ask that we be allowed to view the results.  

We expect each visit to last approximately 2 ½ hours including rest breaks. At the end of the 
session you will be asked to complete a ‘Feeling Well’ scale to ensure that you feel well 
enough to leave the research facility. 

A trained medical professional will also be present during your visits. We will also ask for 
your GP details who will be contacted immediately in the unlikely event of you experiencing 
anything out of the ordinary.  
 
On the days of these two further testing sessions we ask that you refrain from any caffeinated 
drinks (including tea, coffee, energy drinks, coca cola or other caffeinated food or drinks). We 
also ask that you refrain from any alcoholic drinks 24 hours prior to the testing sessions. 
 
Will I be paid?  We will pay for travel expenses for you and a family member/ friend/ 
caretaker to and from the Cambridge Biomedical Campus.  You will also be given £20 per 
visit as compensation for your time. 
 
What is the brain scan like? We can learn a great deal about how the brain works by looking 
at blood flow to different parts of the brain. A brain scanning technique called Functional 
Magnetic Resonance Imaging (fMRI) enables us to do this (see Picture 1 for an example of an 
MRI scanner). It uses harmless magnetic fields to generate a map of the levels of oxygen in 
the blood across the brain. The fMRI scanner is a large box with an open-ended tunnel 



 
 

3 
 

through its middle. For the scan, you would lie on a comfortable, padded table that is moved 
into the opening of the scanner. Scanning would take around 60 minutes. During this session, 
you will perform some computer-based tests. These will be explained to you outside the 
scanner, and you will see the task on a computer monitor inside the scanner. You can make 
your response on a button box, which will rest on your chest. The fMRI scan does not involve 
X-rays or radioactivity. There is no evidence of any risks to your health from fMRI. The 
scanner does use powerful magnetic fields, and so all metallic items (coins, jewellery, keys, 
etc), must be left in lockers outside the scanning area, and you must tell us if you have any 
metal in your body, for example surgical clips or heart valves, as these can be affected by the 
magnet. If you do have a heart valve or heart pacemaker, or other metal implants, and you go 
inside the scanner, it could be very serious (normal metal fillings in your teeth are not affected 
by the magnet though, so are safe). Most people find the scan easy to tolerate although some 
people can find it slightly confined and noisy. You will be provided with earplugs to cut down 
the noise, and you will be able to communicate with the researchers through a microphone at 
all times during scanning. You will also have an alarm that you can use in case you are 
finding it uncomfortable. You should tell us if you suffer significantly from claustrophobia. 
 
Like faces, brains come in all shapes and sizes, so that there are many normal variations of 
what the scan shows. There is a chance of less than 1:100 that your MR scan may show a 
significant abnormality of which you are unaware. In such circumstances, you will be 
appropriately counselled. You will be referred to the appropriate specialist in consultation 
with your GP if that is what you would like. Such early detection has the benefit of starting 
treatment early but, in a small number of cases, may have implications for future employment 
and it may affect your medical insurance. 
 

 
Picture 1. A Magnetic Resonance Imaging Scanner  
 
What is the drug that is being tested? Oxytocin is a hormone that is involved with human 
social behaviour. It has been found that people with Autism Spectrum Conditions sometimes 
have lower levels of oxytocin than other people.  The specific dose and composition of the 
nasal spray used in this experiment is not licensed here in the UK. However, it is available for 
prescription in the EU, and it has been used in a variety of similar experiments.  
 
What are the possible disadvantages and risks of taking part? There are minimal 
disadvantages and risks associated with this study other than the possible side effects listed 
next. You may not be used to spending time in a brain scanner. The space can feel small and 
should you feel uncomfortable and want to get out during the time of scanning you can let the 
researchers know and they will help you out of the scanner immediately.  If you experience 
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any discomfort during any of the tasks you can quit at any time, for any reason. In addition, 
you may find that this study is time consuming, and we offer compensation if you do choose 
to be involved. 
 
What are the possible risks or side effects of taking part? Before deciding to participate in 
this study, you should carefully consider the risks.  Although no side effects have been 
reported in experiments similar to this one, the following rare side effects may occur: 
headache (> 1/100 to < 1/10 of cases), slowing or quickening of the heart (> 1/100 to < 1/10), 
arrhythmia (> 1/1000 to < 1/100), hypertension (< 1/10 000), nausea or vomiting (> 1/100 to 
< 1/10), rash or allergic dermatitis (> 1/10 000 to < 1/1000) or abnormal uterine contraction 
(> 1/1000 to < 1/100). 
 
No side effects should last for more than 1 hour after the administration of the nasal spray. In 
higher dosages and with prolonged use oxytocin nasal spray is sometimes used to aid 
breastfeeding after pregnancy or induce labour during pregnancy. Therefore we ask you to 
take a pregnancy test before each session and exclude you from participation should the test 
be positive. 
 
What are the possible benefits of taking part? We cannot promise that this study will help 
you in any direct way, but the information we obtain from your participation could help us to 
further understand the effects of Oxytocin on people with Autism Spectrum Conditions.  
 
What happens at the end of the study?  Your participation in this study will be over once 
you finish the simple tasks during your second visit.  The results will be analysed and 
presented at scientific conferences and submitted for publication in a scientific journal. 
Individuals will not be identified in any publication/dissemination of the research findings. 
Once the study has ended you will receive a summary of the study’s findings. 
 
What if there is a problem? Any complaint about the way you have been dealt with during 
the study or any possible harm you might suffer will be addressed. The detailed information 
on this is given in Part 2. 
 
Will my taking part in the study be kept confidential? Yes. We will follow ethical and 
legal practice and all information about you will be handled in confidence. The details are 
included in Part 2. 
 
This completes Part 1. If the information in Part 1 has interested you and you are considering 
participation, please read the additional information in Part 2 before making any decision. 
 

Part 2 

 
What if relevant new information becomes available? It is possible that new information 
about the Oxytocin nasal spray may become available. If this happens, we will inform you 
and discuss whether you should continue in the study. If you decide not to carry on, you are 
free to withdraw from the study at any time. If you decide to continue in the study you may be 
asked to sign an updated consent form. If the study is stopped for any other reason, we will 
tell you. 
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What will happen if I don’t want to carry on with the study? If you withdraw from the 
study, we will destroy all your identifiable data, but we will need to use the data collected up 
to your withdrawal. 
 
What if there is a problem? Although no negative effects have been reported in experiments 
similar to this one, a trained medical professional will also be present during your visits to 
ensure your safety. We will also ask for your GP’s details and we will inform them of your 
participation and they will be contacted immediately in the unlikely event of you experiencing 
anything out of the ordinary. 

If you have any complaints or concerns about this study, you should ask to speak to the 
research coordinator, Mr Richard Bethlehem (01223 746057).  If you wish to contact the 
CPFT Patient Advice and Liaison Service (PALS), you can contact them by phone (01223 
726773) or email (pals@cpft.nhs.uk).   
 
Will my taking part in this study be kept confidential? All information which is collected 
about you during the course of the research will be kept strictly confidential, and any 
information about you which leaves the research centre will have your name and address 
removed so that you cannot be recognised. This is strictly a research study, but in the unlikely 
event that the brain scanning or assessment show a possible indication of a medical problem 
we will contact your general practitioner. 
 
Involvement of the General Practitioner/Family doctor (GP). If you choose to participate 
in this study, we will contact your GP to inform them of your involvement in this study. We 
also ask that you provide us with your GP’s contact details. In the unlikely event that you 
experience anything out of the ordinary during the study, we will contact your GP.  
 
What will happen to the results of the research study? Information generated from this 
study may be published in a scientific journal, but you will not be personally identified in any 
way. Once the study is complete you will be sent a short newsletter with a summary of the 
findings.  
 
Who is organising and funding the research? The study is being organised and funded by 
the Autism Research Centre in Cambridge.  Mr. Richard Bethlehem coordinates this study, 
and the lead investigator is Professor Simon Baron-Cohen.   
 
Who has reviewed the study? All research in the NHS is looked at by independent group of 
people, called a Research Ethics Committee to protect your safety, rights, wellbeing and 
dignity. This study has been reviewed and given favourable opinion by the NRES Committee 
East of England – Cambridge Central. 
 
Further information and contact details: If you are happy to take part, please complete the 
attached consent form and return it to us. If you would like to learn more about the study, 
please feel free to call us at any time. We hope that you will be interested in this study and 
will choose to participate in this project. We appreciate your involvement in any way.  

If you do not wish to participate, then you do not have to do anything.  

You can contact Mr. Richard Bethlehem, with any questions you might have by email 
rb643@cam.ac.uk or telephone (01223 746057).  
 

 


