


Information provided to the data subject, to ensure transparency of regulation (EU) 2016/679 (GDPR)

1. Contact information on data controller and the primary responsible project manager (the coordinating investigator)

The Capital Region is data controller and will handle your child’s personal information. Contact information: 
Capital Region at Knowledge Center for Data reviews (Videnscenter for Dataanmeldelser)
Region Hovedstaden/v. Videnscenter for Dataanmeldelser
Blegdamsvej 9
2100 Copenhagen East
Denmark
E-mail: videnscenterfordataanmeldelser.rigshospitalet@regionh.dk
Gorm Greisen
GN Neonatalklinikken 5024, Rigshospitalet, Blegdamsvej 9, 2100 Copenhagen East, Denmark
Phone: +45 35 45 13 26
Mail:gorm.greisen@regionh.dk
2. Contact information on the Data Protection Officer (DPO) 
If you have any questions regarding data processing, you are welcome to contact our Danish DPO. 
You can contact our DPO through this link:
https://www.regionh.dk/english/about-the-capital-region/about-the-website/Pages/Personal-data-policy.aspx 
3. Purpose and legal basis for processing your child’s personal data
We are processing your child’s personal data with the following purpose: 
· To investigate the benefit and harms of treatment based on near-infrared spectroscopy monitoring compared with treatment as usual. The hypothesis is that treatment based on near-infrared spectroscopy monitoring for extremely preterm infants during the first 72 hours of life will result in a reduction in severe brain injury or death at 36 weeks postmenstrual age. 
The legal basis for processing your child’s data complies with
· GDPR article 6 and 9. 

4. Categories of personal data
We will handle the following categories of personal data from your child:
· Identification information: personal identification number, birth hour and date (general personal information)
· Health information: gestational age, birthweight, apgar score, cardiovascular support treatment, cerebral oximetry monitoring yes/no, surfactant therapy treatment, severe adverse reactions, severe adverse events, major congenital anomalies, mechanical ventilation and time in mechanical ventilation, patent ductus arteriosus, weight at follow-up, bronchopulmonary dysplasia, necrotising enterocolitis, retinopathy of prematurity, sepsis, death, severe brain injury diagnosed on ultrasound (sensitive personal information)
5. Data processors:
The external data processors listed below will process data, on our behalf, for the purpose of the trial. We will inform you if we include any new data processors.
· Queen’s Medical Research Institute, Centre for Clinical Brain Sciences, MRC. Centre for Reproductive Health, Edinburgh, UK. E-mail: Carol.s.bond@bristol.ac.uk
· University of Bristol, Neonatal Neuroscience Level D, St. Michael’s Hospital, Bristol, UK. E-mail: k.witherspoon@ed.ac.uk 
· University of Copenhagen, Section of Biostatistics, Department of Public Health, DK. E-mail: biostat@sund.ku.dk 

6. Passing data to a new data protector
If we are contacted by another data protector who wants to receive the personal data on your child, for a different purpose than the one described in this appendix or in the parental information, on which you have consented, we will contact you and ask for consent to pass on your childs personal data to the new data controller.  
7. Where do we get your child’s personal information from?
From [insert site]
8. Storage of your child’s personal information
We will store your child’s personal information until 01-June 2022 or no later than the primary results have been published. Following this, it will be transferred to a safe haven, the Danish National Archives. 
9. Your right to withdraw consent.
You are in your right to withdraw consent. 
If you choose to withdraw your consent, we will still be able to process your child’s personal information, based on your previous consent, up until the day of withdrawal. If you therefore decide to withdraw your consent, be aware that it is only valid from the day of withdrawl. 
10.  Your rights
As stated in GDPR, you have a number of rights in regards of our processing of your child’s personal data. 
If you wish to use your rights, please contact the coordinating investigator. 
Right to deletion of personal data
There are special rules regarding statistical and scientific investigations, including research cf. GDPR article 17, part 3, litra d. This means that we are still allowed to store and use data on your child, which we have already collected. However, all future handling of your child’s personal data will be terminated. 
Some rights are excepted when it comes to statistical and scientific investigations, including research
You can read more on your rights in the instruction from the Danish Data Protection Agency, which can be found on https://www.datatilsynet.dk/english/
[bookmark: _GoBack]For good measure, we would like to notice you, that a number of rights are excepted pursuant to GDPR § 22, part. 5. This includes GDPR article 15 (right of access by the data subject), article 16 (right to rectification), article 18 (right to restriction of processing) and article 21 (right to object). This is due to that all research projects in the Capital Region og Denmark are statistical or scientific projects of significant importance for society, where data handling is necessary to conduct the investigation cf. article 89 in GDPR. 
11.  Complain to the Danish Data Protection Agency 
You have the right to file a complain to the Danish Data Protection Agency, if you are unsatisfied with the way we have treated your child’s personal information. You can find contact information on the Danish Data Protection Agency here: 
https://www.datatilsynet.dk/english/contact-us/
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