
 

 
 Cardiovascular 

 One Scimed Place 
 Maple Grove, MN 55311-1566 
 Tel: 763-494-1700 

 www.bostonscientific.com 

Magnetom Trio and Syngo are trademarks of Siemens Aktiengesellschaft Corporation. 
Intera is a trademark of Koninklijke Philips Electronics N.V. Corporation. 
 
© 2010 by Boston Scientific Corporation or its affiliates.  All rights reserved. 
90637129 

 
DATE: 13 October 2010 
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SUBJECT: Magnetic Resonance Imaging and Intracoronary Stents 
 
 
Per your request for additional information about the safety of performing MRI following the placement of a 
VeriFLEX™ (Liberté®) Bare-Metal Stent, please see the excerpt of Section 5.6 from the Directions for Use 
regarding the safety of performing MRI following the placement of a Boston Scientific stent. 
 
VeriFLEX™ (Liberté®) Monorail® and Over-the-Wire Coronary Stent Systems 
  

Section 5.6 Magnetic Resonance Imaging (MRI) 
 
Non-clinical testing has demonstrated the VeriFLEX (Liberté) Stent, in single and in overlapped 
configurations up to 60 mm in length, is MR Conditional. It can be scanned safely under the following 
conditions: 

 static magnetic field of 3 and 1.5 Tesla 

 spatial gradient field of 700 Gauss/cm or less 

 normal operating mode (maximum whole body averaged specific absorption rate (SAR) of 2.0 W/kg) 
for 15 minutes or less of scanning.  

 
Patients with single VeriFLEX (Liberté) Stents or VeriFLEX (Liberté) Stents at overlapped lengths up to  
60 mm may safely undergo MRI in normal operating mode of 1.5T and 3T MR systems for 15 minutes or 
less. Non-clinical testing at other field strengths has not been performed to evaluate stent migration or 
heating. MRI at 1.5 or 3 Tesla may be performed immediately following the implantation of the VeriFLEX 
(Liberté) Stent. 
 
In non-clinical testing, the VeriFLEX (Liberté) Stent at overlapped lengths up to 60 mm produced a 
maximum temperature rise of 1.4°C at a maximum whole body averaged specific absorption rate (SAR) of 
2.0 W/kg, as assessed by a validated calculation for 15 minutes of MR scanning in a 3.0 Tesla Magnetom 
Trio®, Siemens Medical Solutions, software version Numaris/4, Syngo® MR A30 MR scanner and in a 1.5 
Tesla Intera® Philips Medical Systems, software version Release 10.6.2.0, 2006-03-10, MR scanner. Stent 
heating was derived in computer simulation using anatomically correct human models. These calculations 
do not take into consideration the cooling effects of blood flow.  
 
The response of overlapped stents greater than 60 mm in length is unknown. In vivo, local SAR depends 
on MR field strength and may be different than the estimated whole body averaged SAR, due to body 
composition, stent position. 
 
The image artifact extends approximately 9 mm from the device, both inside and outside the device lumen 
when scanned in nonclinical testing using the sequence: Spin Echo and Gradient Echo in a 3.0 Tesla 
Magnetom Trio, Siemens Medical Solutions, software version Numaris/4, Syngo MR A30 MR system with 
CP head coil.  
 

To receive a complete copy of the DFU, please visit www.bostonscientific.com. 
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