



MILES Trial Reports Additional Risk for Sirolimus

The safety of study participants in the MILES Trial is of the utmost concern to the MILES Trial Study Team.  We would like to inform study participants of a potential risk which has been identified for participation in the MILES Trial. 

There is the risk that sirolimus treatment can be associated with inflammation or build up of fluid in the sac around the heart. These conditions are known as pericarditis or pericardial effusion, respectively.  Fluid around the heart can  cause low blood pressure which can result in damage to organs such as the kidney or even death. Pericardial fluid might need to be drained emergently by an intervention called pericardiocentesis or a surgical procedure.  

Pericarditis or pericardial effusion occurred in 2% (82) of 4068 patients in clinical trials of transplant patients treated with sirolimus. It has also occurred in one participant in the MILES Trial. If you develop this condition, the study article may be stopped.

MILES Trial participants will be offered the chance to review a new informed consent at their next study visit. The revised consent will include this new risk of study participation. Currently enrolled participants may decide if they wish to continue their participation or withdraw from the study.

If you are interested in receiving more information about the trial, you may email milestrial@cchmc.org or contact the MILES Trial Project Manager, Leslie Korbee at 513.636.6272 or MILES Trial Lead Study Coordinator Susan McMahan, RN at 513.636.6215.  We welcome your call or email. 

You may also contact MILES Trial Study staff at any of the MILES Trial sites which are listed below:

If you have any questions, please contact the MILES Trial Study Team. Complete contact information is listed below:

Cincinnati Children's Hospital Medical Center - Cincinnati, OH
Principal Investigator: Frank McCormack, MD
Contact Person: Leslie Korbee
Office: 513.636.6272
Email: MILEStrial@cchmc.org 




