    Genetic Modifiers of CF: Sibling Study
Who: The goal of this observational study is to find genetic/environmental factors affecting the variability in CF.  In this study, we will collect blood samples from CF siblings and twins and their parents. We will also review the medical records of CF siblings,(including information in the CF Registry) and ask the family to complete questionnaires about personal medical and family medical history.

Enrollment: Patients will be enrolled through their CF Clinics.  Every effort will be made to collect blood samples at the same time that other lab work needs to be done.

Duration of the Study:  Due to the nature of this project it is not possible to predict how many genetic or environmental variables will be found. Based on current funding, the study will be of 5 years minimum duration and is anticipated to extend to 15 years or longer. Blood sample and clinical data storage will be permanent.

Certification: All study personnel have completed Human Subjects Research training required for performing studies on human subjects. In addition, all Johns Hopkins personnel involved in this study have completed and passed training courses regarding privacy laws and ethical conduct. 

How Long Will It Take: To obtain blood, consent, and to administer the Personal and Family Questionnaires will take approximately 20 to 40 minutes per sibling. Study personnel are responsible for the clinical data collection.
Risks/Benefits:  Risks include brief discomfort, and bruising at the site of needle entry from the blood draw. There is a rare possibility of infection at the site. Experienced personnel will collect the blood to minimize these risks.  There is a small risk of loss of confidentiality, but every effort will be made to protect private information.  There will be no costs to the patient for any tests done as part of this study and there will be no reimbursement of patients for participation. Enrollment in this study is voluntary.  A decision whether or not to participate in this study will not influence in any way the medical care available to the patient or their family.  For each CF affected individual, we will determine the two mutations in the cystic fibrosis gene in a CLIA approved laboratory if this information is not already known. This information will be provided in writing to the physician in charge through the Coordinating Center.  A trained geneticist is available at the Coordinating Center to answer physician or patient questions about the reported mutations. While this research project may not provide a direct benefit to the participant, it is the active participation of the CF patient that enables us to increase our understanding of CF.


What if you find a gene that modifies CF during the Study? This study is being performed in a research laboratory setting. Any findings from this study that may have clinical significance for the study subject and can be confirmed in a CLIA-certified laboratory will be communicated to the CF Physician who referred the patient to the study. No information of clinical significance will be released directly to a participating subject, their family members or any other individual aside from the CF Center referring physician as outlined above. 
 

What if you find genetic variations that are associated with diseases other than CF? 
This research is being performed solely to study the factors involved in the variation in CF. Any study findings involving conditions other than CF will not be released. 
                                                                                           

How would a patient end their participation? 
To end participation in the study, please notify the PI, Garry Cutting, MD, in writing of your desire to withdraw and specify that you would like your DNA in the DNA bank destroyed. The Principal Investigator will send you a letter once this is completed, confirming your request.   

