your letterhead

<date>

<Head of IRB>

<Institution>

<Address>

<City, State, Zip>

Dear <Head of IRB>:

The Cardiovascular and Interventional Radiology Research and Education Foundation (CIRREF) and the Society of Cardiovascular & Interventional Radiology (SCVIR), in cooperation with the Duke Clinical Research Institute (DCRI), have established the Uterine Artery Embolization (UAE) Fibroid Registry for Outcomes Data (FIBROID). The purpose of the FIBROID Registry is to generate data to evaluate the safety and efficacy of UAE for the treatment of fibroids and to assess the procedure’s durability, impact on fertility and quality-of-life. This goal will be achieved by capturing a concise set of baseline, short and long term functional and clinical outcome data for patients undergoing UAE. Secondary objectives of this study include: measuring the number of patients undergoing UAE; assessing and benchmarking clinical practice patterns (patient selection, technique, use of procedure across country); and collecting and quantifying resource utilization of patients undergoing UAE. 

Please accept this letter as a request to take part in this study as Lead Investigator of a participating site. The study procedure for participating sites is:

1) Consecutive patients undergoing UAE for symptomatic uterine fibroids will be approached by the treating interventional radiologist for consent for inclusion into the registry.

2) Participating sites will collect a baseline case report form and 30 day follow-up data form (attached). Patient characteristics, procedural data, in-hospital events, and post-discharge events to 30 days will be collected. 

3) Participating site enrolled patients will not participate in the long-term follow-up component of the study.

4) Data will be entered by site personnel onto secure web-based data entry forms and submitted to the registry blinded for patient identifying information. Duke Clinical Research Institute maintains the registry database.

This study may be eligible for expedited review because of the minimal risk to study participants. Minimal risk is described in the Code of Federal Regulations as “the probability and magnitude of harm or discomfort anticipated in the proposed research is not greater, in and of themselves, than those ordinarily encountered in daily life, or during the performance of routine physical or psychological examination or tests.”  [45 CFR 46.102(i)].  Due to the observational design of the registry, only patients who have already selected the UAE procedure for the treatment of their uterine fibroids will be approached for inclusion in the study. Site personnel will collect patient characteristics, procedural data, in-hospital events, and post-discharge events (to 30-days) on consenting patients. It is understood that it is up to the IRB to determine the level of review and approval required for this study.

In addition to baseline and 30-day case report forms, please also find enclosed the registry protocol, synopsis and patient informed consent for your review. If I can provide any additional information or clarification regarding this project, please do not hesitate to contact me at <your phone number>. 

Sincerely, 

<Your name>

<Your title>

Enclosure

