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Participant Information Sheet
Eastern Cape Department of Health
Effective Care Research Unit (ECRU), Department of Obstetrics and Gynaecology,
Frere/CMH Hospital/University of the Witwatersrand/Fort Hare
Information form
To be read by or to each potential participant in her language of choice. One copy of the signed form is to be given to participant.
Screening No: 			Study ID: M
STUDY TITLE: Uterine vacuum tamponade for treatment of postpartum haemorrhage: a randomized feasibility study 
INVESTIGATORS TELEPHONE NUMBERS: 
Professor GJ Hofmeyr (Principal Investigator) -  0832809402
Dr M Singata-Madliki (Co-investigator) – 082 420 1743
Dr K Middelton (Investigator) – 082 649 5528
To the potential Participant: Please ask the study staff to explain any words or information in this sheet that you do not clearly understand. 
Good day.  My name is …………....……. working for Cecilia Frere Hospital. We wish to give you information about a research study entitled “Uterine vacuum tamponade for treatment of postpartum haemorrhage: a randomized feasibility study”.
After the birth of your baby there was too much bleeding, and we asked your permission to include you in the study, which we did.  Now that you are more settled, we want to give you more information about the study so that you can decide whether you are happy to continue with the study.
Because women who are bleeding too much need to be treated urgently without any delay, special permission has been given by the University ethics committee for women who are in need of urgent treatment to receive the study treatment or routine treatment first, and to be approached for consent later when more settled.
This information sheet is to help you to decide if you would like to continue to take part in this study. You should fully understand what is involved before you agree. If you have any questions, do not hesitate to ask me or the trial staff who will be looking after you.  While you are in this study, you may not take part in another research study.  
If you decide to continue to take part in this study, we will ask you to sign a consent form to confirm that you understand what the study involves. We will give you a copy to keep.  
WHAT IS THE AIM OF THE STUDY?
The overall purpose is to improve care for women who bleed too much after birth. Some studies have shown that placing a plastic suction tube inside the uterus may help the uterus to shrink down, and reduce the amount of bleeding.  The studies so far have not been scientifically sound enough to be sure whether the method works.
Eighty-four women will take part in this study.
WHAT IS INVOLVED IN THE STUDY?
[bookmark: _Hlk54715755]In order to ensure that women with too much bleeding receive immediate emergency treatment, we have placed an emergency trolley in the labour ward with all the equipment for emergency treatment to treat the bleeding.  We have also conducted extra training of the labour ward doctors in the treatment of women with too much bleeding.  In addition to the usual treatment, half the women in the study are treated with a suction tube placed in her womb from below to help stop the bleeding, which is an experimental method. The other half of the women in the study receive the usual treatment which includes a balloon inserted into the womb and inflated to try to stop the bleeding. The choice of whether to use the suction tube or the routine treatment with the balloon was made randomly, like flipping a coin.  This is so that, after completing the study, we can compare the outcomes of women who received treatment with the suction tube, with those who received the routine treatmeny with the balloon, to learn whether the tube is effective. You did/did not receive treatment with the suction tube.
If you agree to continue to take part, we will ask you some questions about your health.  There are no extra medical tests or procedures required.
WHAT ARE THE RISKS OF THE STUDY?
We expect that using the suction tube in the uterus may do more good than harm. In previous studies no complications from the use of suction tubes have been seen, but we cannot be sure that there will not be unexpected complications from the suction tubes. Any complications will be managed by the research team and the hospital staff.
WHAT ARE THE BENEFITS OF THE STUDY?
Previous studies suggest that treatment with the suction tube may reduce the blood loss, though we are not yet sure about this.  All women in the study receive general care for the bleeding according the best current knowledge. The main benefit of being in the study is knowing that you are helping women in the future by providing more accurate information on the effectiveness of the suction tube method.
WHAT ARE THE COSTS?
You will not be expected to pay for any study procedures.  The researchers are responsible for any medical costs relating to your participation in the study.
WILL I BE PAID?
You will not receive any payment for taking part.
HAS THIS STUDY BEEN APPROVED BY AN ETHICS COMMITTEE?
This clinical study protocol has been approved by the University of Witwatersrand Committee for Research on Human Subjects, the Eastern Cape Department of Health Research and Epidemiology Directorate, and the management of Frere and Cecilia Makiwane Hospital.
The study has been structured in accordance with local and international guidelines for ethical research, including the Declaration of Helsinki, the Department of Health: Ethics in Health Research: Principles Structures and Processes (2nd edition, 2015), and Guidelines for Good Clinical Practice in the Conduct of Clinical Trials in Human Participants in South Africa (2nd Ed.).
WHAT ARE MY RIGHTS?
Continuing to take part in the study is voluntary and you can stop at any time, without stating any reason.  This will not result in any penalty or affect your access to medical care. 
If you want any more information regarding your rights, or complaints regarding this research study, you may contact Professor Clement Penny, chairperson of the University of the Witwatersrand Committee for research on human subjects in Johannesburg on 011 717 1234.
 For more information about this study you can contact Professor Hofmeyr on 0832809402. 
WHAT ABOUT CONFIDENTIALITY?
All information obtained during the course of this study, including hospital records, personal and research information will be kept strictly confidential.  Information that may be reported in scientific journals will not include any information that identifies you as a participant in this study.
The information might also be inspected by the University of the Witwatersrand Committee for research on human subjects. By signing the consent form, you will be authorising me to release your medical records to the research committee if necessary. These records will be used by them only in connection with their obligations to this study.
CAN MY PERSONAL DOCTOR / SPECIALIST BE NOTIFIED?
Please indicate below, whether you want me to notify your personal doctor of your participation in this study (without requesting any additional information):
□YES, I want you to inform my personal doctor 	
□NO, I do not want you to inform my personal doctor   □I do not have a personal doctor 



Informed Consent Form
Eastern Cape Department of Health
Effective Care Research Unit, Department of Obstetrics and Gynaecology,
Frere Hospital /University of the Witwatersrand/Fort Hare.
Informed Consent Form
Screening No:
Study ID: M
STUDY TITLE: Uterine vacuum tamponade for treatment of postpartum haemorrhage: a randomized feasibility study
I, the undersigned, hereby confirm that I have been informed about the procedures, risks, and benefits of the above study. I have read and understood the information sheet provided, and I have been given the opportunity to think about it and ask questions. I understand and agree that the details collected on paper about me and my newborn baby will be stored in a computer and anonymously processed into a report at the end of the study. 
Continuing to take part in the study is voluntary. If I take part, I can change my mind and withdraw from the study at any time, and this will not penalise me in any way, or affect the medical care to which I am entitled. 
I hereby agree to continue to participate in the study.


…………………………               …………………………                 ……………………
Participant Name	Signature /Mark/Thumbprint			Date and Time

I do not wish to continue to participate in the study, but I hereby agree that information obtained from me and from my notes may be used for the study report.


…………………………               …………………………                 ……………………
Participant Name	Signature /Mark/Thumbprint			Date and Time


I, the undersigned, hereby confirm that the above participant has been fully informed about the nature, conduct and risks of the above study.


 ………………………..             ………………………..		     …………………..
Researcher Name			Signature				Date and Time

Notes or any other comments
----------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------
