Site Benefits

· Play a key role in validating UAE as an effective treatment for fibroids and its acceptance by third party payers and others

· Access to pooled registry data for analysis or publication

· Data reports on your patient population undergoing UAE and acute outcomes.

· Reports of national clinical practice patterns and benchmarks

· Recognition on the CIRREF FIBROID Registry Web site and in the UFE Physician Locator

· Access to Duke Clinical Research Institute (DCRI), the data coordinating center, expertise in data collection and analysis

· Centralized longitudinal patient follow-up at core sites through DCRI

· Permission to use designation as participating or core site in marketing activities

Site Expectations

· Achieve IRB approval

· Obtain informed consent on all patients entered into the registry

· Attempt to enroll all patients into study

· Complete required fields on case report form (CRF) for each patient in a timely fashion and enter data into web-based interface 

· Have stable Internet access

· Identify site principal investigator

· Adhere to SCVIR Training Standards

· Maintain regulatory documents in accordance with Good Clinical Practice Guidelines

Core Site Expectations

In addition to the above requirements, core sites will also be expected to:

· Complete all data elements of case report form and additional baseline requirements in a timely manner

· Provide study coordinator

· Be open to using approved agents/devices
· Be able to achieve IRB approval within 2 months 
· Attend a one-day mandatory training session with study coordinator 

· Travel to attend lead investigator meetings that will be held in conjunction with regularly scheduled meetings (e.g., SCVIR, RSNA). Core sites will be responsible for their own travel to attend these trainings and meetings

· Participate in other meetings or training as needed (meetings, conference calls, etc.)

