COVID STEROID 2 log for new documents and/or o5
new versions updated STEROID

Date 03.10.22 at 15.30 pm

Added #13d Note to file received from Sponsor

Date 04.07.22 at 08.55 am

Added #16 Trial completion

Date 03.06.21 at 09.20 am

Added #13f Newsletter

Date 10.05.21 at 14.00 pm

Updated #2 180-day follow-up form

Date 05.03.2021 at 13.40 pm

Added #17b Interim analysis report

Date 15.03.2021 at 12.33 pm

Added #13f Newsletter

Date 05.03.2021 at 11.15 am

Updated #8a Co-enrolment list

Date 08.02.2021 at 10.00 am

Updated #10c trial medication log in Danish
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COVID STEROID 2 log for new documents and/or
new versions updated

Date 08.02.2021 at 10.00 am

Added #14c Procedure for reporting SAE/SAR/SUSAR

Date 08.02.2021 at 10.00 am

Added #4c Approval from the Committees of Health Research Ethics in Denmark

Date 08.02.2021 at 10.00 am

Added #4a Approval from the Danish Medicines Agency

Date 08.02.2021 at 10.00 am

Added #4b EudraCT

Date 08.02.2021 at 10.00 am

Added #1a protocol and #1d front page to be sighed by primary investigator

Date 04.01.2021 at 10.36 am

Updated #10c trial medication log in Danish and English

Date 18.12.2020 at 13.45 pm

Updated #15g Collaboration Agreement with the GCP unit

Date 18.12.2020 at 13.30 pm

Updated #8a Co-enrolment list
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COVID STEROID 2 log for new documents and/or co
new versions updated

Date 17.12.2020 at 16.15 pm

Added #10e guide to trial medication preparation if the patient has already received dexamethasone on the
day of screening in Danish

Date 16.12.2020 at 14.35 pm

Added #1a protocol and #1d front page to be signed by primary investigator

Date 16.12.2020 at 14.35 pm

Added #4b EudraCT

Date 16.12.2020 at 14.35 pm

Added #4a Approval from the Danish Medicines Agency

Date 16.12.2020 at 14.35 pm

Added #4c Approval from the Committees of Health Research Ethics in Denmark

Date 27.11.2020 at 1.06 pm

Added #6a Case money in Danish and in English.

Date 10.11.2020 at 11.15 am

Added #4a Approval from the Danish Medicines Agency

Date 10.11.2020 at 11.15 am

Added #4c Approval from the Committees of Health Research Ethics in Denmark
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COVID STEROID 2 log for new documents and/or co
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Date 06.11.2020 at 11.10 am

Added #4c Approval from the Committees of Health Research Ethics in Denmark

Date 04.11.2020 at 2.45 pm

Updated #7¢ Consent form to continued data registration in Danish and English

Date 27.10.2020 at 11:50 am

Updated #7b Consent form to second trial guardian

Date 17.10.2020 at 10:40 am

Updated #13f Newsletter

Date 17.10.2020 at 10:40 am

Updated #10d Procedure for trial medication preparation if the patient has already received
dexamethasone on the day of screening

Date 09.10.2020 at 07:40 am

Added #9b Leaflet in Danish

Date 17.09.2020 at 09.31 am

Added #10d Guide to trial medication preparation in Danish

Date 16.09.2020 at 09.27 pm

Updated #8a Co-enrolment list

Dept. of Intensive Care, Copenhagen University Hospital Rigshospitalet  Blegdamsvej 9 ¢ 2100 Copenhagen @ o
+45 35 45 72 37 o covid-steroid@cric.nu ® www.cric.nu/covid-steroid-2-trial



mailto:covid-steroid@cric.nu
http://www.cric.nu/covid-steroid-2-trial
http://www.cric.nu/covid-steroid-approval-ethics-committee/
http://www.cric.nu/covid-steroid-2-continued-data-registration-danish/
http://www.cric.nu/covid-steroid-consent-forms-english/
http://www.cric.nu/covid-steroid-2-consent-form-danish-second-trial-guardian/
http://www.cric.nu/covid-steroid-2-newsletter/
http://www.cric.nu/covid-steroid-2-trial-medication-preparation-if-dexamethasone-is-given/
http://www.cric.nu/covid-steroid-2-trial-medication-preparation-if-dexamethasone-is-given/
http://www.cric.nu/covid-steroid-2-leaflet-danish/
http://www.cric.nu/covid-steroid-2-trial-medication-preparation-guide-danish/
http://www.cric.nu/covid-steroid-2-co-enrolment-list/

COVID STEROID 2 log for new documents and/or co
new versions updated

Date 10.09.2020 at 9.13 am

Updated #2 eCRF, 28-days follow-up form

Date 04.09.2020 at 11.57 am

Updated #9a,iv eCRF

Date 04.09.2020 at 11.47 am

Added #9a,vi Daily operation of the COVID STEROID 2 trial

Date 04.09.2020 at 11.51 am

Added #10d Procedure for trial medication preparation if the patient has already received dexamethasone
on the day of screening

Date 01.09.2020 at 14.01 pm

Updated #9c¢,iv Data entry

Date 01.09.2020 at 14.01 pm

Updated #8a Co-enrolment list
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