
CHEC-OB-17: CHaractErizing CFTR Modulated Changes in Sweat Chloride and their
Association with Clinical Outcomes
Status: Recruiting

Eligibility Criteria
Sex: All
Age: 4 Months to old

Inclusion Criteria:

Written informed consent (and assent when applicable) obtained from subject or subject's legal representative Enrolled in the CFFPR Male or female â‰¥ 4 months of age on day of
study visit Diagnosis of CF. Current treatment with a prescribed commercially approved CFTR modulator for at least 90 days prior to enrollment Able to perform the testing and
procedures required for this study, as judged by the investigator Additional Inclusion Criteria for CHEC-PKPD Sub-Study: Male or female â‰¥ 6 years of age on day of study visit.
Current treatment with elexacaftor/tezacaftor/ivacaftor for at least 90 days prior to enrollment. Last dose of elexacaftor/tezacaftor/ivacaftor taken at least 24hours and last dose of
ivacaftor taken at least 12 hours prior to trough blood draw on day of visit.

Exclusion Criteria:

Presence of a condition or abnormality that, in the opinion of the Investigator, would compromise the safety of the patient or the quality of the data Currently enrolled in an
investigational trial (including open-label follow-on studies and Early Access Programs (EAP) of an agent expected to have an impact on sweat chloride (refer to current list provided on
study website)

Conditions & Interventions
Conditions:
Cystic Fibrosis
Keywords:
Clinics and Surgery Center (CSC)

More Information
Description: Cystic fibrosis (CF) is caused by gene mutations leading to absence or dysfunction of the cystic fibrosis transmembrane conductance regulator (CFTR) protein which
functions as a chloride channel in epithelial cells lining the respiratory tract, gastrointestinal system and sweat glands. Over the past several years, CFTR modulators (small molecule
therapies that improve activity of the CFTR protein) have been shown in large clinical trials to improve clinical outcomes in people with CF resulting in the FDA approval of the
modulators ivacaftor and lumacaftor/ivacaftor. In clinical trials, SC measurements emerged as an important marker of CFTR activity. The CHEC-SC study is looking at SC levels in
people with CF who are currently being treated with CFTR modulator therapies. This study is being done to answer the following questions: â€¢ Why do different CF patients have
larger or smaller reductions in sweat chloride after treatment with CFTR modulator therapy? â€¢ Does the sweat chloride value achieved after treatment with CFTR modulator therapy
impact long-term health outcomes in people with CF?
Contact(s): Dean Krueger - krue0100@umn.edu
Principal Investigator: Joanne Billings
IRB Number: STUDY00001595
System ID: STUDY00001595

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.


