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STOP PEDS RCT (Streamlined Treatment of Pulmonary Exacerbations in
Pediatrics Randomized Controlled Trial)

Status: Recruiting

Eligibility Criteria

Sex: Male or Female

Age Group: Up to 18 years old

This study is NOT accepting healthy

volunteers

Inclusion Criteria:

- Age: for main study group and non-HEMT group: age 6 to less than 19 years old OR for preschool group: age 3 to less than 6 years old - diagnosis of Cystic Fibrosis
(CF) - for main study group and non-highly effective modulator therapy (HEMT) group, able to do spirometry - able to receive text messages and access the internet - see
link to clincialtrials.gov for complete inclusion criteria

Exclusion Criteria:

- history of solid organ transplant - positive culture for Mycobacterium abscessus in the prior 12 months - three or more IV antibiotic-treated pulmonary exacerbations
(PEXx) in the prior 12 months - treatment with chronic oral antibiotics other than azithromycin at enroliment - see link to clinicaltrials.gov for complete exclusion criteria

Conditions & Interventions

Interventions:

Other: Immediate Oral Antibiotics, Other: Tailored Treatment: Oral Antibiotics only if Additional Treatment needed
Conditions:

Children's Health, Respiratory System

Keywords:

CF, Cystic fibrosis

More Information

Description: In this study, we are going to compare two ways of treating mild respiratory illnesses in children with Cystic Fibrosis (CF). One is immediate antibiotics
(increase airway clearance and start oral antibiotics right away) and the other is tailored therapy (increase airway clearance right away but only start oral antibiotics if
symptoms worsen or do not improve). We are looking at how safe each option is and how well each one works. To do this, we will randomize participants (like flipping a
coin) to one of these two approaches if a mild respiratory illness happens over the next 12 months.

Study Contact: Alyssa Perry - ahperry@umn.edu

Principal Investigator: Samuel Goldfarb

Phase: NA

IRB Number: STUDY00023173

Thank you for choosing StudyFinder. Please visit http://studyfinder.umn.edu to find a Study which is right for you and contact sfinder@umn.edu if you have questions or
need assistance.
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