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SafeBoosC newsletter June 2023

Dear investigators
Welcome to the June 2023 issue of the SafeBoosC newsletter.

SafeBoosC-I11v
Janus Jacobsen, CTU has submitted an application for the SafeBoosC-I1lv trial to the Independent
Fund Denmark.

SafeBoosC-I11 follow-up

So far, 45 of 53 sites with eligible children are open for follow-up and 38 have entered data in
OpenClinica. A total of 625 infants have reached two years of corrected age. Of these, 396 (63%)
infants have completed data entries in OpenClinica so far. In total, 397 (63%) participants/families
have completed the parental questionnaires and 477 (76%) have enough data for the primary
outcome. For an overview of data completion, please see figure 1. For an overview of each centre’s
data completion see table 1.

Figure 1: Overall data completion in the SafeBoosC-I111 follow up study
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w—— Number of participants eligible for two year follow up

m Number of participants with primary outcome data in OpenClinica
Number with completed parental questionnaires
Number of participants older than 30 months of corrected age with no data entries yet

e Number of participants lost to follow up

Table 1: Open centres, number of eligible participants for two year follow up and data completion
for each centre up until the 30" of June 2023. Centres 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

I

Centre

Participants
eligible for two
year follow up

Completed data entries | Completed
in OpenClinica parental
questionnaires

Belgiom_ [UZtewven | & A | 7

Belgium CHU Tivoli Dec 2022 (missing
blinded assessor)

Czech Motol University May 2023 (missing
Republic Hospital all three prep tasks)
China Children’s Hospital | (unknown if they
of Zhejiang, will participate due
Hangzhou to COVID surge)
China Children’s Hospital (unknown if they
of Fudan University, | will participate due
Shanghai to COVID surge)
China Hainan Women and | Aug 2023
Children’s Medical
Center

China Longgang District (unknown if they
Central Hospital of | will participate due
Shenzen to COVID surge)
China The People’s (unknown if they
Hospital of Dehong | will participate due
to COVID surge)
China Guangxi Maternal (unknown if they
and Child will participate due
Healthcare Hospital, | to COVID surge)
Nanning
China Xiamen Children’s | (unknown if they
Hospital will participate due
to COVID surge)
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SAFEGUARDING THE BRAIN OF OUR SMALLEST CHILDREN

Country

Centre

Participants
eligible for two
year follow up

parental
questionnaires

Ireland University Hospital | May 2023 (missing
Cork all three prep tasks)
Ireland Rotunda Hospital Aug 2023
Dublin
Ireland NMH Holles St Aug 2023
Ireland Coombe Univ. Sep 2023
Hospital

Italy Ospedale Fillipo del | Apr 2023 (missing
Ponte, Varese all three prep tasks)

Italy Fondazione May 2023 (missing
Policlinico Univ. A. | all three prep tasks)
Gemelli, Roma

Norway Oslo University July 2023

Hospital
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Poland

Szpital
Uniwersytecki,
Krakow

year follow up

Mar 2023 (missing
blinding procedure
and assessor)

B? SafeBoosClIlI
Country Centre Participants Completed data entries | Completed
eligible for two in OpenClinica parental

questionnaires

Wroclaw Medical

University

Oct 2023

Poland

Jan Biziel
University Hospital

Dec 2023

Poland

Centre of Medical
Postgraduate
Education, Warsaw

July 2023

Hospital Miguel
Servet

Dec 2023
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Country Centre Participants Completed data entries | Completed
eligible for two in OpenClinica parental
year follow up questionnaires
Spain Hospital de Cruces | June 2023 (missing
all three prep tasks)

United Royal Hospital for | June 2023 (missing
Kingdom Children, Glasgow | all three prep tasks)
United NHS Lanarkshire June 2023 (missing
Kingdom Hospital, Wishaw all three prep tasks)

United Washington Univ. Sep 2023
States Hospital

Thank you for your time,
Marie, Maria, Mathias and Gorm

Page 5/5



