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SECTION 9.0 
LABELING 

 
The following section presents the proposed commercial Instructions for Use (IFU) and patient 
labeling consisting of the stent implant card and patient information guide for the XIENCE™ V 
Everolimus Eluting Coronary Stent System.   
 
 9.1 Instructions for Use 

 
 The Instructions for Use will be provided as an electronic IFU (eIFU) on 

www.abbottvascular.com/ifu, an Abbott Vascular website.  The IFU content is provided on 
the following pages and is reflective of the clinical trial information available at time of 
PMA submission.  The instructions for both the XIENCE V RX EECSS and the XIENCE V 
OTW EECSS platforms have been combined into a single IFU.  The IFU is presented in 
Attachment 9A.  
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 9.2      Patient Labeling 
 

 The stent implant card and patient information guide will be included in an envelope that 
will be placed inside the product carton.  This information is intended to be supplied to the 
patient.   
 

  Stent Implant Card 
The XIENCE V EECSS stent implant card is applicable to both the XIENCE V RX 
EECSS and XIENCE V OTW EECSS and provides a reference for the patient 
regarding their XIENCE V stent implant.  The stent implant card is shown in Figure 
9-1 below. 

 

Figure 9-1     Stent Implant Card – Front and Back Sides 



9-3 

  Patient Information Guide 
The XIENCE V EECSS patient information guide is a booklet provided as a service 
by Abbott Vascular to answer some of the questions patients may have regarding the 
treatment for their condition. The Patient Information Guide is presented in 
Attachment 9B.  
 

 


