














































































































































 
 

 
13.5 Deployment Procedure 
 

CAUTION: Refer to Table 14-1: Typical XIENCE V Stent Compliance for in vitro 
stent inner diameter, nominal pressure, and RBP. 
 
1. Prior to deployment, reconfirm the correct position of the stent relative to the target 

lesion using the radiopaque balloon markers. 
 
2. Deploy the stent slowly by pressurizing the delivery system in 2 atm increments, 

every 5 seconds, until stent is completely expanded. Accepted practice generally 
targets an initial deployment pressure that would achieve a stent inner diameter ratio 
of about 1.1 times the reference vessel diameter (see Table 14-1). Maintain pressure 
for 30 seconds. If necessary, the delivery system can be repressurized or further 
pressurized to assure complete apposition of the stent to the artery wall. Do not 
exceed the labeled rated burst pressure (RBP) of 16 atm (1.62 MPa). 

 
3. Fully cover the entire lesion and balloon treated area (including dissections) with the 

XIENCE V stent, allowing for adequate stent coverage into healthy tissue proximal 
and distal to the lesion.  

 
4. Deflate the balloon by pulling negative on the inflation device for 30 seconds. 

Confirm complete balloon deflation before attempting to move the delivery system. If 
unusual resistance is felt during stent delivery system withdrawal, pay particular 
attention to guiding catheter position.  

 
5. Confirm stent position and deployment using standard angiographic techniques. For 

optimal results, the entire stenosed arterial segment should be covered by the stent. 
Fluoroscopic visualization during stent expansion should be used in order to properly 
judge the optimum expanded stent diameter as compared to the proximal and distal 
coronary artery diameter(s). Optimal expansion requires that the stent be in full 
contact with the artery wall. Stent wall contact should be verified through routine 
angiography or intravascular ultrasound (IVUS). 

 
6. If the deployed stent size is still inadequate with respect to reference vessel 

diameter, a larger balloon may be used to further expand the stent. If the initial 
angiographic appearance is sub-optimal, the stent may be further expanded using a 
low profile, high pressure, non-compliant balloon dilatation catheter. If this is 
required, the stented segment should be carefully recrossed with a prolapsed guide 
wire to avoid disrupting the stent geometry. Deployed stents should not be left 
underdilated. 

 
CAUTION: Do not dilate the stent beyond the following limits. 
 
    Nominal Stent Diameter  Dilatation Limit 
         2.25 mm to 3.0 mm         3.5 mm 
         3.5 mm to 4.0 mm             4.5 mm 
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7. If more than one XIENCE V stent is needed to cover the lesion and balloon treated 
area, it is suggested that, to avoid the potential for gap restenosis, the stents be 
adequately overlapped. To ensure that there are no gaps between stents the balloon 
marker bands of the second XIENCE V stent should be positioned inside the 
deployed stent prior to expansion.  

 
8. Reconfirm stent position and angiographic results. Repeat inflations until optimal 

stent deployment is achieved. 
 
13.6 Removal Procedure 
 

1. Deflate the balloon by pulling negative pressure on the inflation device for 
30 seconds. Confirm complete balloon deflation before attempting to move the 
delivery system. If unusual resistance is felt during stent delivery system withdrawal, 
pay particular attention to the guiding catheter position.  

 
2. Fully open the rotating hemostatic valve. 
 
3. While maintaining the guide wire position and negative pressure on the inflation 

device, withdraw the delivery system. 
 
Note: Should any resistance be felt at any time during either lesion access or removal 
of the delivery system post stent implantation, the entire system should be removed as 
a single unit. See Section 5.14 – Precautions, Stent System Removal for specific 
delivery system removal instructions. 
 
4. Tighten the rotating hemostatic valve. 
 
5. Repeat angiography to assess the stented area. If post-dilatation is necessary, 

ensure that the final stent diameter matches the reference vessel diameter. Assure 
that the stent is not underdilated. 

 
13.7 Post-Deployment Dilatation of Stent Segments 
 

1. All efforts should be taken to assure that the stent is not underdilated. If the deployed 
stent size is still inadequate with respect to the vessel diameter, or if full contact with 
the vessel wall is not achieved, a larger balloon may be used to expand the stent 
further. The stent may be further expanded using a low profile, high pressure, and 
non-compliant balloon catheter. If this is required, the stented segment should be 
recrossed carefully with a prolapsed guide wire to avoid dislodging the stent. The 
balloon should be centered within the stent and should not extend outside of the 
stented region. 

 
CAUTION: Do not dilate the stent beyond the following limits. 
 
    Nominal Stent Diameter  Dilatation Limit 
         2.25 mm to 3.0 mm        3.5 mm 
         3.5 mm to 4.0 mm         4.5 mm 
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14.0  IN VITRO COMPLIANCE INFORMATION 
 

Table 14-1: Typical XIENCE V Stent Compliance 
Nominal pressure for each diameter indicated by bold font 

Pressure Stent ID (mm) by System Size 

(atm) (MPa) 2.25 mm 2.5 mm 2.75 mm 3.0 mm 3.5 mm 4.0 mm 

8 0.81 2.27 2.46 2.74 2.90 3.46 3.86 

9 0.91 2.33 2.52 2.81 2.97 3.55 3.95 

10 1.01 2.38 2.58 2.87 3.04 3.63 4.03 

11 1.11 2.43 2.63 2.92 3.10 3.69 4.10 

12 1.22 2.47 2.68 2.97 3.15 3.75 4.17 

13 1.32 2.50 2.72 3.01 3.19 3.80 4.23 

14 1.42 2.53 2.75 3.05 3.23 3.84 4.28 

15 1.52 2.56 2.78 3.08 3.26 3.89 4.33 

16 (RBP)* 1.62 2.59 2.81 3.11 3.30 3.93 4.37 

17 1.72 2.62 2.84 3.14 3.33 3.97 4.42 

18 1.82 2.64 2.87 3.18 3.36 4.00 4.46 
Note: These nominal data are based on in vitro testing at 37°C and do not take into account lesion resistance.   
Ensure full deployment of the stent (see Section 13.5 – Operator’s Instructions, Deployment Procedure) and confirm the stent sizing 
angiographically.   
*Do not exceed the rated burst pressure (RBP).  

 

15.0 REUSE PRECAUTION STATEMENT 
 
Do not use if sterile barrier is damaged. If damage is found call your Abbott Vascular, Cardiac 
Therapies representative. 
 
For single patient use only. Do not reuse, reprocess, or resterilize. 
 
16.0 PATENTS AND TRADEMARKS 
 
This product and/or its use may be covered by one or more of the following United States 
Patents: 5,514,154; 5,569,295; 5,636,641; 5,649,952; 5,665,772; 5,759,192; 5,780,807; 
5,868,706; 6,131,266; 6,179,810; 6,309,412; 6,369,355; 6,384,046; 6,419,693; 6,440,990; 
6,482,166; 6,629,991; 6,629,994; 6,656,220; 6,736,843; 6,746,423; 6,827,734; 6,887,219; 
6,887,510; 6,890,318; 6,908,479; 6,929,657; 6,939,373; 6,957,152. Other U.S. patents pending. 
Foreign patents issued and pending.  
 
XIENCE V, MULTI-LINK VISION, and MULTI-LINK MINI VISION are registered trademarks of 
the Abbott Group of Companies. 
 
TAXUS, TAXUS Express, and TAXUS Liberté are a registered trademark of Boston Scientific 
Corporation and its affiliates. 
 
Afinitor, Zortress, and Certican are registered trademarks of Novartis AG. 
 
Viagra is a registered trademark of Pfizer Inc. 
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Abbott Vascular 
Santa Clara, CA 95054-2807 USA 
 
CUSTOMER SERVICE 
TEL: (800) 227-9902 
FAX: (800) 601-8874  
Outside USA TEL: (951) 914-4669  
Outside USA FAX: (951) 914-2531  
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