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Dear friends and colleagues,  

 

your collaboration, we anticipate significant progress and meaningful contributions to our 

research. Thank you for being part of this journey! 

Recruitment 

We have now reached an inclusion of 634 participants out of 1000. In 2024, 216 

patients were enrolled. The top recruiters in 2024 were Regionshospitalet Viborg in 

Denmark and Inselspital, Bern University Hospital in Switzerland – both sites enrolled 

28 patients. The monthly top recruiter was Odense University Hospital, and the weekly 

top recruiter was Rigshospitalet in Denmark. Congratulations and well done!

 

 GODIF Newsletter December 2024 to Februar 2025 
Thank you for committing to the GODIF trial! 
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NEWS! 

We have updated the trial protocol to aligned with current European legislation. It has now been 

officially approved in CTIS. The new protocol is version 2.8. The conduct of the trial will continue 

unchanged. The key update is that all trial documents must now be archived for 25 years after trial 

completion, instead of the previous 15 years. All new countries joining the trial will only be able to 

participate with their own furosemide and saline and blinding by a third party on site. 

Further, for the Danish sites, the consent procedure has changed. Patients can now be enrolled in 

a trial without prior consent from a trial guardian. However, consent from a trial guardian and next 

of kin must be obtained as soon as possible after enrolment, along with patient consent when 

feasible. Only physicians are authorized to provide trial information and obtain consent from all 

parties. New consent forms and updated trial information are now available, including a revised 

patient rights information sheet from the Danish Research Ethics Committees. This document 

must be distributed to all participants in clinical trials. 

The consent procedures for Sweden and The Netherlands remain unchanged. 

New sites 

In February we can welcome Liverpool Hospital in Sidney to the team. We are looking forward to 

the collaboration. More new sites are expected to be initiated during 2025. 

We will soon start the application for the participation of Lithuania and Czech. 

 

Trial drug 

New trial drugs have been distributed to trial sites in Denmark and the 

Netherlands. Trial drug disposal forms with expired medicine and the 

receipts for receiving new medicine must be returned to the coordination 

center, so the medicine database can be updated. 

 

Annual safety report 

The report is a bit different this year after transfer to CTIS. It only contains data for the countries in 

EU. Safety data from Switzerland will be reported separately to the Swiss authorities. 

 

Communication 

When you want to send information or ask questions about a trial participant to the coordinating 

centre or another participating site – please only use the participant ID. This is due to the GDPR 

legislation. For the Danish sites, CPR numbers should not be mentioned in emails. 
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Thank you for your continued commitment to the GODIF trial. We appreciate your efforts and 

dedication as we work together to achieve our goals.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

All the best, 

 

Morten and Sine   

 

                                                                                 

The Coordinating Center is always available on the 

GODIF hotline: +45 48 29 67 73 

Mail: godif@cric.nu 

www.cric.nu/godif/  

Kind Regards form the GODIF team 

Morten (Sponsor) and Sine (Coordinating Investigator) 

 

New documents for your site master file. 

• New protocol V2.8 

• New Danish consent forms and trial information 

• Approvals from CTIS 

• Annual safety report from 2024 

• Updated co-enrolment list V1.4 

New documents will always be attached to the newsletter sent out four times a year.  

 

http://www.cric.nu/godif/

