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Title:

Multicenter, randomized, open label, controlled clinical trial that compares the efficacy of the
combination of colistin and meropenem versus monotherapy for the treatment of bacteremia and
pneumonia due to Pseudomonas aeruginosa extremely resistant with reduced sensitivity to
meropenem

This study was prematurely ended for the following reasons:

- Very low recruitment rate due to a lower number of evaluable cases than expected in many centers,
and due to the high complexity of the cases which have been evaluated. Only 9 cases were recruited
out of the 150 expected in 9 months. This study was requested in a 2013 Spanish grants call. The
caseload forecasts to reach the calculated sample size were made with data from 2012 and previous
years. The study, after the selection process and paperwork with the 14 centers, CEICs and Spanish
medicines agency began recruitment in January 2015. It is several years after the forecasts were made,
and in this time the epidemiology and casuistry of this infection had changed. Moreover, there were
fewer cases of invasive infection, and cases with colonization and other exclusion criteria maintained
or increased.

- This rate of recruitment prevented the study from being completed in the time initially planned
and even if an extension of one and a half years were requested (total of 3 and a half years of
recruitment) it would not be possible to complete the study. Therefore, it was prematurely ended in
2015.

However, although patients could not be recruited for the clinical trial, some microbiological results
could be analysed and published:
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