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Informed consent – the SafeBoosC-IIIv trial 
 
(To be adapted for each country submission to the regulatory authorities)

Title of the trial:
SafeBoosC-IIIv: Safeguarding the brain of our smallest children.
An investigator-initiated, pragmatic, open label, multinational randomized phase III clinical trial evaluating treatment based on near-infrared spectroscopy monitoring versus treatment as usual in premature infants.

Informed consent

I/we have been fully informed by the attending doctor (investigator) of the potential favorable and adverse effects of the trial. I/we understand the aims, randomisation procedure, intervention, significance and relevance of the SafeBoosC-IIIv trial. The trial is in the interests of the smallest of our children’s health.
 
I/we have been informed that participation is voluntary and that I/we can withdraw my/our consent at any time without having to provide reasons and without incurring any disadvantages for my/our child or myself/us as a result.

I/we have been informed that insurance for participants has been taken care of. This is intended to cover any unforeseen possible injuries that could arise from the participation of my/our child in the trial. 

I am/we are aware that by signing this paper of informed consent, we are allowing investigators and the external monitoring personnel to access our baby’s hospital records and transfer of data from the records to the Copenhagen Trial Unit in Denmark for statistical calculations, as described in the parental information leaflet. 

I/we have read and understood the text of the parental information and the informed consent. At the time of the information consultation my/our questions were answered clearly and adequately by the investigator (or delegated personnel). I/we confirm with my/ours signature(s) that I/we am/are willing to let my/our child participate in the SafeBoosC-IIIv trial. I/we have received a copy of this declaration of consent (signed) and the accompanying parental information. 


Participant / Child ID:.........................................


Parent (s)

Both parents’ signatures are required

Name:.................................................................Signature:..............................................................

Place/Date:.........................................................E-mail:…................................................................


Name:.................................................................Signature:..............................................................

Place/Date:......................................................... E-mail:…................................................................




National coordinating Investigator (or delegated personnel) providing the parental information 

I hereby confirm that the parent/parents to the participant have been given both verbal and written information about the trial, have been given as much time as possible, given the urgency of trial intervention, to consider the child’s participation, and have been given the opportunity to ask questions about the participation. Furthermore, I am convinced the parent/parents have been given sufficient information and that the information is understood, such as informed consent can be given.   


Name:.................................................................Signature:..............................................................


Place/Date:.................................................................


Sponsor of the SafeBoosC-IIIv study:

Prof. Janus Christian Jakobsen
Address: Copenhagen Trial Unit, Rigshospitalet, Tagensvej 22, 2200 København N
Telephone: +45 26 18 62 42









