INFORMATION LEAFLET
TITLE OF RESEARCH: Intravenous versus oral iron for iron deficiency anemia in pregnant Nigerian women (IVON): an open label, randomized controlled trial

NAME & AFFILIATION OF RESEARCHER:
  The study is being coordinated by Professor Bosede B. Afolabi, the Principal Investigator in the Dept. of Obstetrics and Gynaecology, College of Medicine of University of Lagos and Lagos University Teaching Hospital, Idi-Araba, Lagos.
INTRODUCTION:
Anaemia is a common problem in pregnancy that can affect the health of the mother or baby in a bad way and in cases of severe anaemia, can even cause death in them. Simply explained, it means that the level of red blood cells in the blood is lower than it should be. It is commoner in low income countries like ours compared to developed countries. The risk of developing anaemia during pregnancy is higher because of the changes that occur in the body system during pregnancy and the need for iron by the growing baby in the womb. In our environment, we commonly use blood tablets such as ferrous sulphate to treat anaemia if it is of mild or moderate severity and blood transfusion if severe. Many of these blood tablets have to be taken several times a day over some weeks. Some women do not tolerate these tablets well or even remember to take them. We now have some drugs to build up blood levels that can be given in drip form such as iron isomaltoside; they are safe but their use is not so popular in our environment.  This study is designed to compare the effectiveness and benefits of using these drugs that can be given as drip, and the tablets we are used to, in order to decide which will be better for our women.  You are invited to participate in this research because your blood level shows that you qualify to participate in this study.
PURPOSE OF THE RESEARCH:
  This study is to compare the effectiveness and benefits of using iron isomaltoside given in drip or ferrous sulphate tablet in treating iron deficiency anaemia in pregnant women.

PROCEDURE OF THE RESEARCH:
The research involves obtaining information from you directly by asking certain questions and using your answers to complete a form designed for this study. This initial assessment will take approximately 10 minutes of your time. We will also retrieve additional information from your case note where necessary. Subsequently blood sample will be drawn from your vein at specified times from the time you join the study and at delivery and at the 6 weeks post delivery visit to check your blood and iron levels. We will update your records each time you come for your antenatal clinic. We will also follow up whenever you are on admission to monitor your progress and update your records.

POTENTIAL BENEFITS:
  The blood tests and test drugs will be given free at no cost to you all through pregnancy. You will also get your folic acid free all through pregnancy. You will have the opportunity of enjoying one-on-one contact with your health care providers as phone numbers will be exchanged. You will have the benefits of getting regular reminders of your appointments either via phone calls or text messages in order to minimize you missing antenatal visits. Generally, you will enjoy a closer monitoring of your health all through pregnancy and delivery until discharge from the hospital. The result of this research might enable us change our current methods for treatment of iron deficiency anaemia in pregnancy. The findings will be presented at conferences in order to spread the findings to other health workers. The findings of this study will be published in reputable medical journals for wider dissemination of information.

POTENTIAL RISKS:  This study involves collecting your information in an electronic database designed for the study and collection of blood specimen from your veins using a syringe and needle only. Therefore the harm it poses to participants is minimal. The trial drugs too have been found to be safe for use in pregnancy. You are however free to call the investigators immediately (see contact details at the end of this pamphlet) if you notice any symptom you are not sure of or fear may be a side effect of medication.

CONFIDENTIALITY:  All information obtained in this study will be kept strictly confidential by the principal investigator. Data will be stored in electronic database with password. Your personal details will not be released in any publication.

WILLINGNESS TO PARTICIPATE:  Your participation in this research is entirely voluntary and if you choose not to participate, no punishment will be attached to your decision. You will not be paid any fees for participating in this research. You can choose to withdraw from the research at anytime.

WHAT HAPPENS TO RESEARCH PARTICIPANTS AND COMMUNITY WHEN THE RESEARCH IS OVER:  The researcher will inform you of the outcome of the research if you so wish. There is no conflict of interest whatsoever.
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