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OMNILINK® .035 
Biliary Stent System

INDICATIONS
The OMNILINK® .035 Biliary Stent System is intended for pallia-

tion of malignant strictures in the biliary tree.

CONTRAINDICATIONS
The OMNILINK® .035 Biliary Stent System is contraindicated for: 

• Stenting a perforated duct where the leakage from the duct can be enhanced 
by the prosthesis

• Patients with bleeding disorders

• Severe ascites 

WARNINGS
This device is intended for single-use only; do not reuse. Do not resterilize. 
Do not use if the package is open or damaged.

Note the product “Use By” date specified on the package.

The safety and effectiveness of this device for use in the vascular system 
have not been established. 

The long term safety and effectiveness of this device in the biliary system 
have not been established.

Should unusual resistance be felt at any time during stricture access or 
Delivery System removal, the guiding catheter / introducer sheath and stent 
system should be removed as a single unit. Applying excessive force to the Stent
Delivery System can potentially result in loss or damage to the stent and Delivery
System components. (See Stent / System Removal – Precautions.)

Stenting across a major bifurcation may hinder or prevent future diagnostic 
or therapeutic procedures.

The stent is not designed for repositioning or recapturing.

Persons allergic to 316L stainless steel may suffer an allergic reaction to this implant.

Only physicians familiar with the complications, side effects and hazards commonly
associated with biliary stent placement should use this device.

The OMNILINK® .035 Biliary Stent System is intended to perform as a system. 
Do not remove the stent for use in conjunction with other dilatation catheters, 
do not use the OMNILINK® .035 Biliary Stent System in conjunction with other stents.

Refer to the Instructions for Use supplied with any interventional devices to be
used in conjunction with the OMNILINK® .035 Biliary Stent System, for their
intended uses, contraindications, and potential complications. 

When multiple stents are required, stent materials should be of similar composition.

PRECAUTIONS
Refer to the Precautions section of the OMNILINK® .035 Biliary Stent System
Instructions for Use for precautions related to Stent Handling, Stent Placement,
Stent / System Removal, Post Implant and MRI Compatibility. Failure to observe
these cautions may lead to complications and / or harm to the patient.

ADVERSE EVENTS 
The following adverse events associated with the use of a biliary endoprosthesis
may include, but are not limited to, the following:

• Abscess • Bile duct occlusion / obstruction • Bile duct perforation potentially 
leading to infection or death • Cholangitis • Intervention due to: Stent Migration /
Stent Dislodgement • Pancreatitis • Parenchymal hemorrhage • Peritonitis 
• Sepsis • Stent migration • Tumor overgrowth at the stent ends
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5.0 6.0 7.0 8.0 9.0 10.0

8 5.00 6.00 7.00 8.00 9.00 10.00

9 5.11 6.11 7.12 8.13 9.14 10.16

10 5.21 6.21 7.23 8.25 9.27 10.31

11 5.30 6.31 7.34 8.38 9.40 10.46

12 5.38 6.39 7.43 8.49 9.52 10.60

13 5.46 6.47 7.51 – – –

14 5.52 6.54 7.59 – – –

COMPLIANCE
PRESSURE (atm) STENT DIAMETER (mm)

PRODUCT SPECIFICATIONS

OMNILINK®

Biliary Stent System .035
80 135

• NOMINAL

• RATED 
BURST 
PRESSURE

1008176 1008161 -12, -16, -18, -28 5.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008178 1008163 -12, -16, -18, -28 6.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008180 1008165 -12, -16, -18, -28 7.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008182 1008167 -18, -28 8.0 11.0 12 2.21 7F (2.34) 8F (.088)

1008183 1008168 -18, -28 9.0 11.0 12 2.31 7F (2.34) 9F (.098)

1008184 1008169 -18, -28 10.0 11.0 12 2.39 8F (2.67) 9F (.098)

1008176 1008161 -38 5.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008178 1008163 -38 6.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008180 1008165 -38 7.0 8.0 14 2.16 7F (2.34) 8F (.088) .035"

1008182 1008167 -38 8.0 11.0 12 2.21 7F (2.34) 8F (.088)

1008183 1008168 -38 9.0 11.0 12 2.31 7F (2.34) 9F (.098)

1008184 1008169 -38 10.0 11.0 12 2.39 8F (2.67) 9F (.098)

1008176 1008161 -58 5.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008178 1008163 -58 6.0 8.0 14 2.11 6F (2.13) 8F (.088)

1008180 1008165 -58 7.0 8.0 14 2.16 7F (2.34) 8F (.088)

1008182 1008167 -58 8.0 11.0 12 2.31 7F (2.34) 9F (.098)

1008183 1008168 -58 9.0 11.0 12 2.31 8F (2.67) 9F (.098)

1008184 1008169 -58 10.0 11.0 12 2.39 8F (2.67) 9F (.098)
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