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Il Study status

[] Terminated as planned End date of study:

X Early Termination End date early termination: 01-04-2016

Reason for early termination:

Inclusion rate too slow.

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

Two participants were included in the study; both already finished treatment at time of termination of the study.

What are the consequences of the early termination for the study results?
Only one patient participated for the full three study visits. The other participant terminated participation early,
because he no longer fulfilled the inclusion criteria after progression of disease.

No statistical analysis on these results is feasible.

Il Status inclusion

How many participants are included in the study? Erasmus MC: 2

What is the total number of participants that needed to be included according to protocol? | Erasmus MC: 20

What is the cause for not reaching the intended number of participants?
Patients were too ill to participate in the study. A lot of patients developed mucositis, which was a contra-indication

for participation, so they could not participate.
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