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Welcome to the Mar 2024 issue of the SafeBoosC newsletter.

SafeBoosC-I111 follow-up

So far, 54 of 59 sites with eligible children are open for follow-up and 48 have entered data in OpenClinica.
In total, 5 sites who have eligible children have not yet started the follow up and 11 sites have been
excluded/withdrawn. A total of 1183 eligible infants have reached two years of corrected age. Of these, 801
(67%) infants have completed data entries in OpenClinica so far. The last infant will reach 2 years of
corrected age in April 2024. As we are reaching the end of the study, we highly encourage data to be
completed as soon as possible. A SOP for data completion strategy in the remaining 6 months will be
developed to ensure high data completion when the window closes in Oct 2024. In total, 680 (57%)
participants/families have completed the parental questionnaire. For the participants having reached 30
months of corrected age, 81% have enough data for the primary outcome. For an overview of data
completion, please see figure 1. For an overview of each sites data completion see table 1.

Figure 1: Overall data completion in the SafeBoosC-I111 follow up study
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Table 1: Open sites, number of eligible participants for two year follow up and data completion for
each site up until the 30" of Mar 2024. Sites highlighted in green indicate that all three tasks
(ethics approval, blinding procedure approval and appointment of blinded assessor) have been
completed in order to start the follow up study.
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Country Site Participants Completed data entries | Completed
eligible for two in OpenClinica parental
year follow up questionnaires




SafeBoosC newsletter Mar 2024 Safe BOOSC |||

SAFEGUARDING THE BRAIN OF OUR SMALLEST CHILDREN

Country Site Participants Completed data entries | Completed
eligible for two in OpenClinica parental
year follow up questionnaires

Ireland Rotunda Hospital 15 (missing all
Dublin three prep tasks)

Fondazione 9 (waiting for
Policlinico Univ. A. | ethics approval)
Gemelli, Roma
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Country Site Participants Completed data entries | Completed
eligible for two in OpenClinica parental
year follow up questionnaires

Poland Wroclaw Medical 3 (missing blinding
University procedure and
assessor)
Poland Jan Biziel 1 (missing blinding
University Hospital | procedure and
assessor)
Poland Centre of Medical 2 (missing blinding
Postgraduate procedure and
Education, Warsaw | assessor)

Spain Hospital Miguel 1 (missing all three
Servet prep tasks)

Spain Hospital de Cruces | 3 (missing all three
prep tasks)
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Thank you for your time,

Marie and Gorm
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