stilla Fibwost Cistica « ETS

Fowdazione per fa Ricercn CFDB - Cystic Fibrosis DataBase
i
Fbrosicisticarice reait www.cfdb.eu

primary studies - published RCT

Efficacy and safety of inhaled dry-powder mannitol in adults with
cystic fibrosis: An international, randomized controlled study.
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Study design (if review, criteria of inclusion for studies)
Randomized, quasi-experimental pilot and add-on therapy controlled with a placebo
Participants

Patients aged 6-18 with mild-to-moderate pulmonary involvement. From the 2021 fall to the summer of 2022, 38 CF patients referred to
Imam Hossein Children's Hospital Clinic were finally examined. They were clinically stable with a forced expiratory volume in the first
second (FEV(1)) level of more than 50% and no history of underlying cardiovascular and renal diseases.

Interventions

Oral N-acetyl cysteine (NAC) supplement to the cystic fibrosis (CF) treatment regimen compared to adding a placebo. The case group
received 200 mg of oral NAC three times a day. In contrast, the control group had a placebo in the same way.

Outcome measures

CF Questionnaire-Revised; forced vital capacity (FVC), FEV(1), FEV(1)/FVC, forced expiratory flow between 25% and 75% of vital
capacity

Main results

The differences between the groups were not significant. In the placebo group, key measures remained unchanged, whereas the NAC
group had an improvement in the CF Questionnaire-Revised score but no notable changes in other indices. Overall, comparisons of
forced vital capacity (FVC) between the groups showed no variation.

Authors' conclusions

The indicators of FEV(1), FVC, FEV(1)/FVC, forced expiratory flow between 25% and 75% of vital capacity, and the quality of life of the
case group were not significantly different from those of the placebo group, and no significant differences were observed between this
medicine and placebo.

http://dx.doi.org/10.1016/}.jcf.2021.02.011

See also
J Cyst Fibros. 2021 Mar 11:S1569-1993(21)00046-1. doi: 10.1016/j.jcf.2021.02.011.
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