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Title: To study the transit of bifidobacteria from mother to infant 
INFORMATION FOR PARTICIPANTS
You are invited to participate in a Research Project that is explained below.

Thank you for taking the time to read this Information Statement. It is 4 pages long. Please make sure you have all the pages.

What is the Research Project about?
Healthy development and maturation of a new-born baby depends, not only, on genetic information passed from parents to baby, but also on the bacteria which come to live in their guts. These bacteria, collectively known as the ‘microbiota’, are passed mainly from mum to baby at the time of birth. Some additional bacteria come from our environment. 
We want to investigate the passage of bacteria form mums to babies, looking particularly at a specific group of bacteria called bifidobacteria. These bacteria are the dominating bacteria in the gut of health infants and they are associated with positive health outcomes. We will investigate whether a daily bifidobacterial probiotic capsule taken during pregnancy and breastfeeding will result in transfer of these beneficial strains from mum to baby. We will also explore whether the probiotic, taken during pregnancy, has a beneficial effect on the mother’s blood sugars and lipid profiles. 

In order to see if the probiotic is beneficial, we need to compare outcomes between participants who are taking the probiotic and participants who are not. For this reason, half of the participants will be randomly assigned to take a placebo which contains no probiotic. Neither you nor the researchers will know which you are taking.

Who are the Researchers?
Prof. Fionnuala McAuliffe (Obstetrician and Gynaecologist in National Maternity Hospital) 
Dr. Rebecca Moore (MD Student)

Why am I being asked to participate in this research project?
We are looking for pregnant women with a body mass index (BMI) of ≥20kg/m2 and ≤35kg/m2, who are otherwise healthy, to participate in this project.  
Is there likely to be a benefit to me or will there be potential benefits to improve future medical care?
There will be no benefit to you as the participant.  We hope to gain knowledge which will improve future medical care. An additional fetal ultrasound will be provided at 16 and 34 weeks gestation.
What will my role be in this Research Project?
You will be asked to avoid food and yoghurts that contain probiotics for the duration of the study. A list of alternative yoghurts will be provided to you.
When you are 16 weeks pregnant you will be asked to:

· Provide a stool sample (which may be done and home and brought to the hospital using the equipment provided)

· Complete a 3 day food diary

· Have some fasting bloods taken

· Have a skin swab, oral swab/rinse and a vaginal swab – the vaginal swab will involve an internal exam similar to a smear test.
You will be offered a fetal ultrasound at this visit. 

You will then be randomly assigned to receive either a probiotic or a placebo capsule, which you will take daily from 16 weeks of pregnancy until your baby is 3 months old. Neither you nor the researcher will know which you are taking until the study is complete.

The research doctor/midwife will meet you at your regular antenatal appointments to ensure you have enough capsules and that you have having no difficulties.

When you are 34 weeks pregnant you will again be asked to: 

· Provide a stool sample (which may be done and home and brought to the hospital using the equipment provided)

· Complete a 3 day food diary

· Have some fasting bloods taken

· Have a skin swab, oral swab/rinse and a vaginal swab – the vaginal swab will involve an internal exam similar to a smear test.

At this time we will provide an additional growth scan of you baby.
At the time your baby is born:

· We will take a sample of blood from the umbilical cord

· We will take a sample of the placenta and membranes (afterbirth), if you deliver by elective caesarean section
· We will ask you to take a sample of baby’s first bowel movement.

· If it is possible, we will also ask you to provide a small sample of breast milk and a swab from the skin of the breast.

When your baby is 1 month old you will be asked to:

· Complete a 3 day food diary

· Provide a stool sample from both yourself and your baby

· Provide a sample of breast milk

Finally, when your baby is 3 months old you will be asked to:

· Complete a 3 day food diary

· Provide a stool sample from both yourself and your baby

· Provide a sample of breast milk

What are the possible risks, discomforts, side effects or inconveniences?
Studies have shown that there are no risks to the health of you or your baby or side effects associated with taking probiotics during pregnancy. 
You may find that remembering to take the probiotic or placebo capsule each day and that completing the required food diary are minor inconveniences.

You may find discomfort in providing stool samples, breast milk samples and swabs although you will be provided with the necessary equipment to help you.

What measures will be taken to ensure confidentiality?
Any personal or identifiable data (e.g. name, date of birth, blood test results) will be held and used by research staff for research purposes only. Data will be processed on password-protected computer systems and hard copies of written information, food diaries, etc. will be stored in secure filing cabinets. 
At the completion of the project, will I be informed of the research outcome?

If you would like to know about the results of the research please let Dr Rebecca Moore / Prof McAuliffe know.     

More Information?

You may wish to discuss participation in this research project with your family and with your doctor. Please feel free to ask for further information before deciding if you will take part.  If more information is required please contact: 
Dr Rebecca Moore 01 6373598/ Prof McAuliffe at National Maternity Hospital on 01 6373216
My rights as a Participant

1. I am informed that no information regarding my medical history or my baby’s medical history will be divulged and the results of any tests involving myself and my baby will not be published so as to reveal my identity.

2. The detail of the procedure proposed has also been explained to me, including the anticipated length of time it will take, the frequency with which the procedure will be performed and an indication of any discomfort which may be expected.

3. Although I understand that the purpose of this research project is to improve the quality of medical care, it has also been explained that my involvement may not be of any benefit to myself or to my baby.
4. I have been given the opportunity to have a member of my family or a friend present while the project was explained to me.

5. I understand that this research project has been approved by Ethics Committee of the National Maternity Hospital
6. I have received a copy of this document for my records
Name and phone number of emergency contact (also the person(s) to contact first if you require more information or have any concerns related to the study):
Dr Rebecca Moore 01 6373598 / Prof McAuliffe 01 6373216
Participation in this study is voluntary and you may withdraw at any time for any reason

