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Randomisations:

SafeBoosC-IIIv Newsletter 366

Dear Investigators,

This is the SafeBoosC-IIIv newsletter, which we will send out regularly and publish on the website
(safeboosc.eu) to keep you continuously updated. We will send the newsletter to all Investigators.
Please let us know if you wish to add an email address to the list.

We are pleased to announce that we have currently randomised 366 participants across 22 centres.
In September, another Spanish centre completed all steps required for randomisation. We have now
opened for randomisation in 12 countries: Spain, Romania, Austria, Greece, the United States,
India, Poland, Australia, Argentina, Brazil, Germany, and China.

Please see the current rate of inclusion below:
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Overview of the enrollment rate.

Investigator Meeting in 2027

It is our great pleasure to invite you to the SafeBoosC-IIIv Investigator Meeting, which will take
place in Copenhagen, Denmark, on 5—6 April 2027. The meeting will provide an opportunity to
bring together investigators from around the world to share experiences, discuss the progress of the
trial, and prepare for the next phase of the trial. Please find attached the official invitation. We very
much hope that you will be able to join us in Copenhagen, and we look forward to an engaging and
productive meeting. Please email caroline.kamp@ctu.dk if you would like to participate.

Substudies
We currently have three ongoing SafeBoosC-IIIv substudies. We would like to encourage all centres
to consider participation in the substudies:
e Effect of cerebral NIRS monitoring in ventilated neonates on the frequency of early
cardiovascular interventions: an ancillary study of the SafeBoosC-IIIv Trial
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e Cerebral oximetry monitoring to detect hypocapnia in newborns undergoing invasive
mechanical ventilation: a SafeBoosC-IIlv ancillary study

e The effects of treatment guided by cerebral oximetry monitoring on renal outcomes in
invasively mechanically ventilated neonates: an ancillary study of the SafeBoosC-IIlv trial

Please email caroline.kamp@ctu.dk if you wish to participate in any of the substudies. Additional
information and the substudy protocols are available on the website. You are also very welcome to
contact Caroline if you would like to conduct your own substudy.

Central data monitoring

The Executive Steering Committee will hold the second central data monitoring meeting in
October. These meetings will take place every three months to monitor data quality. After each
meeting, we will contact some of you to follow up on questions regarding the reported data. This
process helps maintain the high standards of data quality and completeness established in previous
SafeBoosC trials.

Principal Investigator status

In total, 29 centres have completed all the required preparatory steps and are ready for
randomisation. Overall, we are in contact with almost 80 centres from 22 countries. Please see the
attached list for the latest progress from all centres and let us know if you have any updates.

Please contact us if you have any questions about the process. We are also available for online
meetings to support you in the process.

Best wishes,
Caroline, Johanne, and Janus
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Country Centre visit
Argentina Hospital Universitario Austral, Pilar 1
Australia Grace Centre for Newborn Intensive Care in The Children's Hospital at Wey| 4
Austria University Hospital Graz, Graz 6
Austria Department of Pediatrics Il, Medical University of Innsbruck, Innsbruck 20
Belgium University Hospital Leuven, Leuven
Brazil Hospital de Clinicas de Porto Alegre, Universidade Federal do Rio Grande d|
Brazil Hospital Sdo Paulo / Escola Paulista de Medicina, Sdo Paulo
Brazil Hosp das Clinicas /Faculdade de Med de Botucatu, Botucatu
Brazil Centro de Ateng&o a Satude da Mulher / UNICAMP, Campinas
Brazil Hospital das Clinicas / UFMG, Belo Horizonte
Brazil Hospital das Clinicas / UFU, Uberlandia
Brazil Hospital Universitdrio / UFMA, S&o Luis
Brazil Maternidade Carmela Dutra, Florianépolis
Brazil Mat. de Referencia Prof Jose Maria de Magalh3es, Salvador
Canada Department of Pediatrics, University of Alberta, Edmonton
Chile Hospital Clinico de la Universidad Catdlica
China Children's Hospital of Fudan University 4
Czech Republic | University Hospital Motol, Prague
Denmark Copenhagen University Hospital, Copenhagen
Denmark Aalborg University Hospital, Aalborg
Germany Medical Center, University of Freiburg, Freiburg
Greece University of Patras, General Hospital, Rio 18
Greece Hippokrateion General Hospital of Thessaloniki, Thessaloniki 14
Greece Alexandra University and State Maternity Hospital, Athens 18
Greece University Hospital of Heraklion, Heraklion 14
Greece Papageorgiou General Hospital of Thessaloniki, Thessaloniki 5
Greece NICU loannina University Hospital, Northwest Greece
Greece 2nd University Department of Pediatrics, Athens
India St John's Medical College Hospital, Bengaluru, Karnataka 52
India Goa Medical College 17
India Bhuvaneshwar, Orissa
India Bangalore Baptist Hospital, Bengaluru
Ireland INFANT Research Centre, University College Cork, Cork
Italy Fondazione IRCCS Ca' Granda Ospedale Maggiore Policlinico, Milan
Poland Poznan University of Medical Sciences, Poznan
Poland Gornoslaskie Centrum Zdrowia Dziecka, Katowice
Poland Centrum Medyczne Ujastek, Krakow
Poland Uniwersyteckie Centrum Kliniczne Warszawskiego Uniwersytetu Medycznego, Warszawa
Poland Centralny Szpital Kliniczny Uniwersytetu Medycznego, t6dz
Poland Instytut Matki i Dziecka, Warszawa 3
Poland Instytut Centrum Zdrowia Matki Polki, t6dz
Poland Department of Neonatology, University Clinical Hospital, Wroctaw
Romania Clinical County Hospital Sibiu
Romania Clinical County Emergency Hospital Tg. Mures
Romania The National Institute for Mother and Child Care Alessandrescu-Rusescu, P| 37
Romania Clinical County Emergency Hospital Constanta
Romania Maternity Hospital Cuza-Voda lasi
Romania Life Memorial Hospital Bucharest
Spain La Paz University Hospital, Madrid 68
Spain Hospital Clinico San Carlos 5
Spain Hospital Universitario 12 de Octubre 50
Spain Hospital Universitario Quironsalud Madrid
Spain Hospital Universitario Puerta del Mar 13
Spain Hospital Universitario Virgen Las Nieves, Granada 6
Spain Hospital Miguel Servet
Spain Department of Neonatology, Hospital Clinic Barcelona, BCNatal-Barcelona Center for Maternal-Fetal and N| 7
Spain Hospital Marques de Valdecilla
Spain Hospital De Sant Joan De Deu, Barcelona
Spain Hospital Universitario Donostia 3
Switzerland Children's University Hospital of Ziirich, Zurich
Switzerland Children's Hospital Lucerne, Lucerne
Switzerland University Hospital Center of Lausanne
Turkiye Basaksehir Cam and Sakura City Hospital, Dept of Neonatology, istanbul
Turkiye Marmara University, Pendik Teaching and Research Hospital, Dept of Neonatology, istanbul
Turkiye Ankara Bilkent City Hospital, Dept of Neonatology, Ankara
Turkiye Bursa Uludag University, Dept of Neonatology
Turkiye Istanbul Training and Research Hospital, Dept of Neonatology, istanbul
United Kingdom
United States |UT Southwestern Medical Center, Dallas 1
United States |Loma Linda University Children's Hospital, Los Angeles
Zambia Women and Newborn Hospital, University Teaching Hospitals, Lusaka
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