CIRREF Uterine Artery Embolization Fibroid Registry Outcomes Database (FIBROID) 
Between 177,000 and 366,000 hysterectomies and approximately 35,000 myomectomies are performed each year for the treatment of uterine fibroids in the United States.  In addition, many women receive medical treatment for fibroids and many others suffer symptoms but never undergo treatment.  Hence, there is an obvious potential for uterine artery emobolization (UAE) to provide an important therapeutic alternative to hundreds of thousands of women each year.  

The Cardiovascular and Interventional Radiology Research and Education Foundation (CIRREF) in collaboration with the Duke Clinical Research Institute (DCRI) is conducting a study to evaluate the safety and effectiveness data of UAE for treatment of symptomatic uterine leiomyomata. The focus of this study is the development of a registry to collect high quality longitudinal data for this procedure including evidence of safety, efficacy, durability, impact on uterine function, fertility, and quality-of-life (QOL).  

Any center performing UAE and wishing to contribute patient data may participate with evidence of Institutional Review Board (IRB) approval. Consecutive patients undergoing UAE for uterine fibroids at participating sites will be approached for consent for inclusion into the registry by the treating Interventional Radiologist.  Patients who refuse to have their data included in the registry will be counted for procedure volume but no patient specific data will be collected. 

Baseline, procedural data and short term (30-day) follow-up data will be collected on all consented patients and entered by site personnel onto a secure web-based data form.  Data submitted to the registry will be blinded as to patient identifying information.    


Patients enrolled through a selected subset of approximately 25 high volume (core) sites will be consented for participation in a longitudinal follow-up sub-study. 

· Substudy 1: A random sample of consented patients of approximately 33% (75 patients/month based on projected average enrollment of 9 patients/site/month) will be contacted at 6, 12 and 24 months for assessment of clinical outcomes, QOL and patient satisfaction. 

· Substudy 2: Any consented patient intending subsequent pregnancy will be contacted at 6, 12 and 24 months for assessment of fertility and pregnancy history in addition to clinical outcomes, QOL and patient satisfaction.

Site personnel will collect contact information for patients enrolled into the longitudinal follow-up component of the study. This contact information will be submitted along with a copy of the patient informed consent to the Follow-up Group at the Data Coordinating Center (DCRI).  Patient contact information will be maintained by the DCRI Follow-up Group exclusively for the purpose of providing longitudinal follow-up services and will not be accessible to other project team members or other organizations.  Surveys will be mailed by the Data Coordinating Center directly to the patient. Patients who do not return surveys will be contacted by phone to obtain follow-up information.  

