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WHEAT Study (With-Holding Enteral feeds Around Transfusion)

We understand this is a difficult time and it may not seem a good moment to ask you to think about something
extra, but we want you to know about an important study for premature babies (babies born before their due
date).

What is the purpose of the WHEAT study?

It is quite common for premature babies to have blood fransfusions because they become anemic (they do
not have enough red blood cells). Premature babies are also vulnerable to a bowel condition called
necrotizing enterocolitis (NEC). This can be serious and can have long-term effects on how babies grow and
develop. Some doctors worry that feeding babies during a blood fransfusion may increase the risk of NEC,
others however, think that it is more risky to stop feeds; the problem is that we do not know. Because of this,
the way babies are cared for during blood transfusions varies across the country; some babies have feeds
stopped before, during and after a transfusion (around 12 hours in total), and others have feeds continued.
The purpose of WHEAT is to determine which approach is best. WHEAT is taking place in neonatal units across
Canada and the UK and will involve about 4,500 babies.

Why has my baby been chosen?

Most babies that are born more than 10 weeks before their due date can take part. If your baby has already
had NEC, had a previous blood transfusion while being fed, or if they cannot be fed for the first 7 days of life,
they cannot take part.

Does my baby have to take part?

No. We are comparing practices that already take place in neonatal units across Canada and the UK and
are offering every baby the opportunity to participate. Your baby does not have to take part if you don't
want them to, in this case please tell a member of the local clinical team (names and contact details are
provided at the end of this leaflet) that you would like to “opt-out” (have your baby excluded from the WHEAT
study). If you do want your baby to take part in WHEAT, you don't need to do anything.

What will happen if | opt-out?

If you "opt-out” your baby will still have feeds either stopped or continued during transfusions but the decision
will be made by the local clinical feam and the policy of the neonatal unit. Information about your baby will
not be included in the study.

What will happen if | do not opt-out (agree to my baby participating in WHEAT)?

If your baby needs a blood transfusion, and is receiving milk feeds, the decision about whether to stop or
confinue feeds during the transfusion will be decided by a process called “randomization”. Randomization is
done by computer and means that every baby has an equal chance of either having feeds stopped or
continued. If your baby is randomized to have feeds stopped this will be for 4 hours before, after, and during
this, and any subsequent, blood fransfusions. It is quite common for premature babies to have their feeds
withheld for a number of reasons. When this happens babies are given nutrition intfo a vein by drip to ensure
their blood sugar level does not drop and to reduce any feelings of hunger they might have. Babies in WHEAT
who have their milk feeds stopped around a blood fransfusion will be given nutrition into a vein in the same
way. If your baby is randomized to have feeds continued, there will be no change in how your baby is fed.
Babies in WHEAT will not have any extra tests and in all other respects will be looked after in the same way as a
premature baby not taking part in the study. We will gather some information from your baby's chart to help
us figure out which approach to feeding is best. If your baby transfers to a different NICU before going home
we will ask you to sign a form allowing us to gather chart details from that unit.

Will my baby definitely have a blood transfusion?
No. Not all premature babies need a blood transfusion, but many do and some need more than one. Babies
in WHEAT will have no more and no less than other premature babies.

Are there any risks for my baby?
There are no known risks for your baby from taking part in WHEAT.
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Are there any benefits for my baby?
There may be no direct benefits to your baby. Your baby’s participation may help premature babies in the
future.

What if relevant new information becomes available?
If new information becomes available during the study this will be evaluated by an independent Data
Monitoring Committee who will advise whether or not WHEAT should continue.

Will my taking part in WHEAT be kept confidential?

Yes. Your child will be given a study ID number and any data collected from his or her medical record will be
labelled with this study ID number. Data will not contain your baby’s name. Only your local research team will
have a list of participant names. This file will not be shared and will be password protected and/or kept in a
locked filing cabinet. You and your baby will not be identified in any report or publication about WHEAT. After
study completion, study data will be securely stored for 10 years past the age of partficipant’s maturity, as per
IWK Health guidelines.

What will happen to the results of WHEAT?
The results will be used to improve the way premature babies are looked after. The results will be published in a
medical journal.

Who is funding WHEAT?
WHEAT is funded by the Canadian Institutes of Health Research (CIHR).

Who has reviewed WHEAT?
This study has been reviewed by the IWK Health Research Ethics Board (REB) in addition to each participating
hospital’s ethics committee.

What if there is a problem?
If at any stage you have any questions about the study or the way it has been carried out, please contact the
Local Principal Investigator or Local Research Staff.

What if | change my mind and decide to withdraw my baby from WHEAT at a later date?
You can change your mind and opt-out of WHEAT at any time and without having to give a reason. Just let us
know. Opting out of the study will have no impact on the quality of care that your child receives.

What are the rights of participants in a research study?

If you choose to allow your child to take part in this research study this in no way does this waive your legal
rights nor release the investigator(s), sponsors, or involved institution(s) from their legal and professional
responsibilities. If you or your child becomes ill or injured as a direct result of participating in this study,
necessary medical treatment will be available at no additional cost to you. You are free to withdraw from the
study at any time without jeopardizing the health care you and your child are entitled to receive. If you have
any questions at any fime, during or after the study, about research in general you may contact the Research
Office of IWK Health at (902) 470-7879, Monday to Friday between 8:00 am. and 4:00 pm.

Thank you for reading this ledflet; please discuss WHEAT with the doctor or nurse who is looking after your baby
if you have any questions or contact the research study staff below.

Principal Investigator Canadian Trial Manager

Dr. Balpreet Singh Emily Macleod

IWK Health IWK Health
Balpreet.singh@iwk.nshealth.ca Emily.macleod@iwk.nshealth.ca
902-470-7426 902-470-6679
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