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What was your research question?

GALAXY focuses on the development and utilization of electronic questionnaires that could
be used in the out-of-clinic (O0OC) environment to understand existing Gl symptomatology in
persons with cystic fibrosis (PwCF) ages 2 and up.

Why is this important?

With CFTR modulators significantly improving both the quantity and quality of life of persons
with CF, it is important to consider how to involve an active and overall healthy population of
children and adults in ongoing clinical research to continue to make improvement in the care
we provide PwCF. In addition, the need to innovate ways in which to successfully conduct
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clinical research in the OOC is timely amidst of the Coronavirus Disease 2019 (COVID-19)
pandemic.

What did you do?

We created the GALAXY ePROM which consists of three validated GI ePROMs (PAC-SYM,
PAGI-SYM and PAC-QOL) were combined with a Stool-Specific questionnaire to make up the
GALAXY ePROMs and administered prospectively across 26 CF centers in the United States.
The ePROMs were completed at the enroliment visit and then electronically at weeks 1, 2 and
4. PwCF at least 2 years and older were eligible for the study. Reminders were only provided
by the mobile application during the study window.

What did you find?

There were 402 participants enrolled in GALAXY. Of those, 169 (42%) were under 18 years old
and 193 (48%) were female. Eighty percent of participants had at least 1 ePROM fully
completed, slightly higher in those >18 years of age (82.5%) compared to those <18 years of
age (76.5%). When assessing the completion for all 4 ePROMs, the percentage was 77.6%,
also higher among those >18 year of age (81.5% versus 72.2% for < 18 years of age).
Responses to all questionnaires were consistent over the 1-month study period, showing
stability and accuracy of the GALAXY ePROMs.

What does this mean and reasons for caution?

Our study demonstrated that Gl symptoms can be feasibly collected with good reproducibility
using the GALAXY ePROMs. This mechanism of symptom collection may provide an efficient
tool for future CF trials. Our work provides a means to successfully gather data on
gastrointestinal symptoms in the OOC environment in a wide range of patients.

What'’s next?

The GALAXY ePROMs are currently being used as part of the PROMISE study, an observational
of PWCF on elexacaftor/tezacaftor/ivacaftor (TrikaftaT™) and will be used in future Gl
interventional therapeutic trials, both involved drugs and treatment algorithms.
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