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What was your research question?

Do people with cystic fibrosis (CF) who have lung infections caused by Pseudomonas
aeruginosa (PA) bacteria have different health problems if they take an inhaled (breathed in)
antibiotic called ALIS (amikacin liposome inhalation suspension) for additional treatment
cycles for the total up to 2 years after taking ALIS for 6 months?
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Why is this important?

Many people with CF have lung infections that don’t get better even after they take
antibiotics, including antibiotics that they inhale (breathe into their lungs). Lung infections
caused by PA are hard to cure because many antibiotics cannot destroy PA bacteria. If
antibiotics are used for a long period of time the bacteria can become resistant to antibiotics.
Sometimes people do not respond to certain antibiotics or experience side effects and are
unable to tolerate long periods of treatment. Studies help doctors understand how well
different antibiotics work in people with CF and how safe they are.

What did you do?

This 2-year study followed a 6-month study in which we compared ALIS to another antibiotic
during 3 cycles of treatment (where each cycle was 28 days of treatment followed by 28 days
of no treatment, or 56 days). In this study, we treated 206 people with ALIS for up to 12 cycles
as before for up to a total of two years. One group of people was treated with ALIS in the first
study and again in this study giving a total of 15 cycles, 2.5 years in total. Each month we
checked how much PA bacteria was in people’s lungs and if there were any health problems.

What did you find?

Within a treatment cycle, the amount of PA bacteria in people’s lungs went down when on
treatment and went up when off treatment. Also, people still had lung infections at the end
of the study. Most people had health problems during the study that might or might not have
been caused by ALIS. Some of these were serious and were mostly pulmonary exacerbations
of CF (sudden and temporary worsening of symptoms) that led to hospitalization. The health
problems reported in this 2-year study were similar to those in the previous shorter study.

What does this mean and reasons for caution?

ALIS is inhaled deep into the lungs and for each month it was taken PA bacteria levels in the
lungs dropped. Lung infections caused by PA bacteria can be chronic (persisting) and need
long-term treatment. In this study, treatment for 2 years did not cause different health
problems compared to treatment for 6 months. Because everyone in this study was given
ALIS, we cannot compare the safety of ALIS to other treatments, and the antibacterial activity
of ALIS was not compared to other treatments.

What’s next?
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Additional investigations using ALIS focused on lung disease caused by another bacterium,
Mycobacterium avium complex (MAC). One study used ALIS with other antibiotics in people
with persistent MAC infection despite at least 6 months of treatment. An ongoing study uses
ALIS plus other antibiotics in people newly diagnosed with MAC.
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