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PATIENT INFORMATION sHEET
Date 		July 2013
Version 	03 (English)

Study title
INDUCTION OF LABOUR IN pre-eclamptic women: a randomised trial comparing the Foley balloon catheter with oral misoprostol

You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve. Please take time to read this information carefully and discuss it with friends, relatives and your own doctor if you wish.  Ask us if there is anything that is not clear or if you want more information. 
whY ARE WE DOING the study?
High blood pressure in pregnancy (pre-eclampsia) is common and can be dangerous. It is best treated by delivering the baby. This can be done by doing a caesarean section. However, your doctor has recommended that your labour is started off so that you deliver the baby naturally. There are many ways of doing this. The World Health Organisation suggests that doctors either use a small tube that opens up the neck of your womb, or a course of tablets. This study will compare these two methods to see which is better. We will also look at how much each method costs and which one is best from your point of view.
This study is being conducted at Government Medical College and Daga Hospitals in Nagpur.  It will help us to improve the care of women with high blood pressure in pregnancy. 
Professor Andrew Weeks from the UK is leading the study team. The team also has senior academics from India, USA, UK, Switzerland and Sweden. The research is funded by the UK government and a large UK charity (The Wellcome Trust).
Why am i being asked to take part?
This study will include 602 women who have high blood pressure of pregnancy. If you need to have your labour started (labour induction) as part of your treatment then you can take part. 
what will happen to me?
This type of study is a ‘randomised controlled trial’. This means that the type of treatment you get will be chosen at random. This could be by flipping a coin, but in this study it will be done by picking a sealed envelope out of a box. This will say whether you will have your labour started with the tube into your womb or the tablets. If you are not happy to have either treatment then you should not take part.
The two ways of starting your labour are: 
The tube group: a doctor will come and examine you internally (through your vagina). He or she will then slide a thin rubber tube into the neck of your womb. This may be embarrassing, but is not usually very painful. Being examined can be uncomfortable and you sometimes get some shooting pains as the tube goes in. But as soon as it is done, any discomfort stops. The bottom of the tube is attached to your thigh.  The tube stays there for 12 hours or until it falls out. When this happens, you will be examined again and the tube replaced or your waters released.  After your waters are released, an IV infusion will then be set up which will start the contractions. If the tube cannot be inserted then your labour will be started using tablets placed into your vagina.
The tablet group: women in this group will swallow a tablet every 2 hours. Some women will increase to 2 tablets if the first ones have no effect. These will continued until you are in labour or for up to 12 doses. If your labour slows down then you may need to have an IV started.
If for any reason your provider feels that your induction is not progressing as needed, they may decide to use another method or perform a cesarean section.
what impact will the study have on me?
High blood pressure in pregnancy can be risky for both you and your baby. But so can the process of putting you into labour and the labour itself.  The doctors caring for you have decided that it would be safest for you to deliver your baby so as to treat the high blood pressure. Starting your labour off will therefore happen whether you are in the study or not. 
You and your baby could develop problems over the next few days. But the risks are due to your condition and should not be affected by being in the study.  Previous studies suggest that the two methods that we are studying are two of the safest ways of putting you into labour.
There are good and bad things about taking part in any study:
BENEFITS:  If you take part in the study you will be watched more closely during your time in the study. This will mainly be by the research staff rather than by the doctors, but it could mean that any problems are spotted earlier. 
RISKS:  There are many ways of starting labour off. The ones we are testing are two of the best. But if you agree to take part then you and your doctor will not be able to choose the method – you will have to use the one that has been chosen for you. 
There are also specific risks and benefits for each method:
The tube method: Using the tube may be a gentler method because it doesn’t force the womb to contract. However it can be uncomfortable to put in and you usually have to have an IV put in after 12 hours whereas with the tablets labour usually starts itself. Some people believe that there is a slightly higher rate of infection in those using the tube method, but this is not proven. In a few people the tube cannot be put in – if so we would need to use another method to start your labour off.
The tablet group: using the tablets is easier because they are simple to take. However they do need to be given every 2 hours even if you are resting, and the contractions can come more quickly. Some women may also not respond the tablets.
It is very unlikely that you would be harmed by taking part in this study.  If you are harmed, however, you will be able to make a formal complaint or take legal action if you wish.

If you are injured, you may be given free medical management as long as required. In the case, the injury occurring to you is related to the clinical trial, you shall also be entitled to financial compensation as per order of the Licensing Authority defined under clause (b) of rule 21, and the financial compensation will be over and above any expenses incurred for your medical management.  In the case of your death, your nominee would be entitled to financial compensation as per the order of the Licensing Authority defined under clause (b) of Rule 21, and the financial compensation will be over and above any expenses incurred for your medical management.  

 If you are harmed as a result of your participation in the trial, you will have the right to claim compensation. If the hospital has made an error then they will be responsible. If however the study itself was at fault, then it will be dealt with by the University of Liverpool in the UK. You have a right to contact the Government Medical College Nagpur, the  University of Liverpool’s representative in India, for the purpose of making claims in the case of trial related injury or death. If you have concerns about any part of your care, please speak to one of the research team.   
 what will happen to my information?
Information about your health will be collected during your time in the study. Your hospital records may also be looked at by the research team or officials to make sure that the study is being carried out properly.  
All hand written information collected about you as part of the study will be kept secret and only used for this project. Once you leave hospital your information will be put onto a computer system. When this happens, your personal details (name, address, date of birth, etc) will be removed. This means that no-one will be able to see whose information it is or contact you about it. The information will then be added to a large database for analysis. All information about your identity will be removed before it is sent to the University of Liverpool in Liverpool for further analysis and interpretation.    After the study is finished the complete results will be presented at conferences and published in medical journals. 
If you allow us, your information (without your personal details) will be given to other researchers to be used in approved research studies. If you are happy for this to happen, then please indicate this on the consent form. 
CAN I FIND OUT ABOUT THE STUDY RESULTS?
The results of the research will only be published 3-4 years after the start of the study. If you want a copy of the study report, then put your address on the consent form and we will send it to you.  You will also be able to get copies from the researchers.    
WHAT HAPPENS IF I DON’T WANT TO TAKE PART?
No problem - your care will continue as usual and no-one will get upset about it. In fact, even if you start to take part, you can still change your mind. You are free to withdraw at any time and without giving a reason.  If for any reason your provider feels that your induction is not progressing as needed, they may decide to use another method or perform a cesarean section. With your permission, we will continue to collect data about your clinical care and outcomes.



WHERE CaN I GET MORE INFORMATION?
For questions about the research or if you wish to complain then please contact:
Dr. Shuchita Mundle, Associate Professor,
Department of Obstetrics and Gynaecology,
Government Medical College,
Nagpur
Tel: +91-712-2250703; FAX:  07122744489; email: srmundle@gmail.com

Institutional Ethics Committee
Government Medical College
Nagpur, India, 440003
Tel: 0712-2701389
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