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To be adapted for local regulatory authorities

The SafeBoosC-III two-year follow-up (Safeguarding the brain of our smallest children)

Dear Parents,
This is to ask if we may use the health care records of your child for research. 
We are contacting you as your child took part in the SafeBoosC-III trial immediately after birth. Your child was either treated according to the normal standard of the ward (control group) or was monitored extra with a small sensor placed on your baby's head (the experimental group). The sensor measured the oxygen content in the brain and sat on the head for the first 72 hours after birth.
[bookmark: _GoBack]We now want to find out if monitoring of the brain's oxygen saturation can make a difference to the development of extremely premature babies, in regards of walking, talking, playing and their growth and health later on. We wish to collect data from the children who took part in the trial, when they turn 2 years old. 
We ask for your consent to look in your child's health records and use what was recorded when your child was seen in the hospital for follow-up or admissions due to any illness during the first two years of life. A local doctor from the neonatal department will read the records and extract the of data we need. As the study is done in 18 different countries, the data from all countries will be sent to Copenhagen, Denmark for statistical analysis. Only a study participant number will be attached to the data. No name or other information which could lead back to your family is sent to Copenhagen.
We hope that good results of our project may help extremely preterm children to better care in the future and better chances to survive and grow and develop normally.

Will you fill out a questionnaire?
We are contacting you as your child took part in the SafeBoosC-III trial immediately after birth. Your child was either treated according to the normal standard of the ward (control group) or was monitored extra with a small sensor placed on your baby's head (the experimental group). The sensor measured the oxygen content in the brain and sat on the head for the first 72 hours after birth.
We now want to know how you, as a parent who knows your child best, think your is child developing, and any particular concerns that you may have. Therefore, we are sending a link to a parent questionnaire.
Here is a QR-code for the parental questionnaire:
You can scan the QR code with your phone and it will take you to the website with the questionnaire. You can also use your tablet or computer. We estimate that it will take around 15 min in total. Again, the information you enter on the website is only labelled by the study-number of your child.
Then we can contact you, answer any of your questions, and if easier for you, fill in the questionnaire with the information you give.
We hope you can find time for it, because it is very important that we get answers from as many parents as possible. We hope that good results of our project may help extremely preterm children to better care in the future and better chances to survive and grow and develop normally.
Thank you for your time!




Informed consent form
I hereby give permission for a doctor from the neonatal department to read my child's health care record, extract the necessary data and transfer them to Copenhagen together with a study number for statistical analysis of the result of the SafeBoosC III follow-up study. 

Participant / Child ID: _________________________________________

Parent signature

Name: ____________________________________________________________

Signature: _________________________________________________________

Date: _____________________________________________________________
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