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Il Study status

[] Terminated as planned End date of study:

X Early Termination End date early termination: 18-DEC-2018

Reason for early termination:
After 3.5 years inclusion no subjects included. There are competitive trials in the same population and trials with
the same primary endpoint. We do not expect improvement of inclusion rate the next few year and will not reach

the inclusion targets.

How many participants were included at the time it was decided to terminate the study early? What are
the consequences for these participants?

No participants were included in the study, no consequences for participants.

What are the consequences of the early termination for the study results?
No statistical analysis on these results is feasible. We won’t be able to answer the primary and secondary

research questions of the study.

Il Status inclusion

How many patrticipants are included in the study? 0

What is the total number of participants that needed to be included according to protocol? | 354

What is the cause for not reaching the intended number of participants?

There are competitive trials in the same population and trials with the same primary endpoint.
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