
INDICATIONS
The RX HERCULINK® PLUS Biliary Stent System is intended for palliation of malignant strictures in the 
biliary tree.

CONTRAINDICATIONS 
The RX HERCULINK® PLUS Biliary Stent System is contraindicated for use in: 
• Stenting a perforated duct where the leakage from the duct can be enhanced by the prosthesis
• Patients with bleeding disorders
• Severe ascites  

WARNINGS 
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 introducer
sheath/guiding catheter 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.
Once fully deployed the stent can not be repositioned.
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 RX HERCULINK® PLUS Biliary Stent System is intended to perform as a system.  The stent should not be
removed for use in conjunction with other dilatation catheters, nor should the RX HERCULINK® PLUS Biliary
Stent System be used in conjunction with other stents.

PRECAUTIONS
Stent Handling — Precautions
• For single use only.  Do not resterilize or reuse.  Note product "Use By" date. 
• Do not remove stent from its delivery balloon. 
• Special care must be taken not to handle or in any way disrupt the stent on the balloon. This is most important

during stent system removal from packaging, placement over guide wire and advancement through rotating
hemostatic valve adapter, guiding catheter hub or introducer sheath hemostatic valve.

• Do not "roll" the mounted stent with your fingers as this action may loosen the stent from the delivery balloon.
• Use only the appropriate balloon inflation media. Do not use air or any gaseous medium to inflate the balloon

as this may cause uneven expansion and difficulty in deployment of the stent.
Stent Placement — Precautions
• Do not prepare or pre-inflate balloon prior to stent deployment other than as directed.  Use balloon purging

technique described in the ‘Clinician Use Manual’ section.
• The inflated balloon diameter of the system used to deploy the stent should approximate the diameter of the

bile duct. Oversizing of the stent can result in a ruptured bile duct. To ensure full expansion of the stent, the
balloon should be inflated to a minimum of nominal pressure.

• Do not expand the stent if it is not properly positioned in the bile duct. (See Stent/System 
Removal — Precautions.) 

• Balloon pressures should be monitored during inflation. Do not exceed rated burst pressure as indicated 
on product label. Use of pressures higher than specified on product label may result in a ruptured balloon 
with possible bile duct damage or perforation. 

• Do not attempt to pull an unexpanded stent back through the introducer sheath/guiding catheter; dislodgment
of the stent from the balloon may occur.

Stent/System Removal — Precautions
Should unusual resistance be felt at any time during either stricture access or removal of the Delivery System
post-stent implantation, the entire system should be removed as a single unit.

When removing the Delivery System as a single unit:
• DO NOT retract the Delivery System into the introducer sheath/guiding catheter.
• Position the proximal balloon marker just distal to the tip of the introducer sheath/guiding catheter.
• Advance the guide wire in the anatomy as far distally as safely possible.
• Secure the Delivery System to the introducer sheath/guiding catheter; then remove the introducer sheath/

guiding catheter, guide wire and Delivery System as a single unit.
Failure to follow these steps and/or applying excessive force to the Delivery System can potentially result in loss
or damage to the stent and/or Delivery System components.
If it is necessary to retain guide wire position for subsequent biliary access, leave the guide wire in place and
remove all other system components.
Post Implant — Precautions
Great care must be exercised when crossing a newly deployed stent with a guide wire or balloon catheter to
avoid disrupting the stent geometry.
The stent may cause artifacts with MRI scans due to distortion of the magnetic field.  The artifacts caused by 
the stainless steel stent should not be greater than those caused by metal surgical clips.  

POTENTIAL ADVERSE EFFECTS
Potential complications associated with the use of a biliary endoprosthesis may include, but are not limited to,
the following:
• Sepsis
• Bile duct occlusion / obstruction
• Tumor overgrowth at the stent ends
• Bile duct perforation potentially leading to infection or death
• Abscess
• Cholangitis
• Peritonitis
• Parenchymal hemorrhage
• Pancreatitis
• Stent migration
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NOMINAL

RATED BURST PRESSURE

Product Specifications

STOCK NUMBER 
PREFIX SUFFIX

CATHETER LENGTH STENT LENGTH (mm)

80 cm 135 cm

1008012 1008013 -12 4.0 7.1 14 3.3/2.9 .061 / 1.55 5F 6F(.067”) .014

1008014 1008015 -12 4.5 7.1 14 3.3/2.9 .061 / 1.55 5F 6F(.067”) .014

-12 5.0 7.1 14 3.3/2.9 .063 / 1.60 5F 6F(.067”) .014

-12 5.5 7.1 14 3.3/3.3 .063 / 1.60 5F 6F(.067”) .014

1008020 1008021 -12 6.0 7.1 14 3.6/3.3 .064 / 1.63 5F 6F(.067”) .014

1008022 1008023 -12 6.5 7.1 14 3.6/3.5 .070 / 1.78 6F 7F(.078”) .014

1008012 1008013 -15, -18 4.0 8.0 14 3.3/2.9 .061 / 1.55 5F 6F(.067”) .014

1008014 1008015 -15, -18 4.5 8.0 14 3.3/2.9 .061 / 1.55 5F 6F(.067”) .014

1008016 1008017 -15, -18 5.0 8.0 14 3.3/2.9 .063 / 1.60 5F 6F(.067”) .014

1008018 1008019 -15, -18 5.5 8.0 14 3.3/3.3 .063 / 1.60 5F 6F(.067”) .014

1008020 1008021 -15, -18 6.0 8.0 14 3.6/3.3 .064 / 1.63 5F 6F(.067”) .014

1008022 1008023 -15, -18 6.5 8.0 14 3.6/3.5 .070 / 1.78 6F 7F(.078”) .014

1008024 1008025 -15, -18 7.0 8.0 14 3.6/3.5 .071/ 1.80 6F 7F(.078”) .014
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1008018 1008019

1008016 1008017

Compliance

PRESSURE STENT DIAMETER
(atm) (mm)

4.0 4.5 5.0 5.5 6.0 6.5 7.0

8 4.00 4.50 5.00 5.50 6.00 6.5 7.00

9 4.07 4.58 5.09 5.60 6.11 6.62 7.14

10 4.13 4.66 5.18 5.70 6.21 6.74 7.27

11 4.19 4.74 5.27 5.80 6.30 6.85 7.39

12 4.25 4.81 5.35 5.88 6.39 6.96 7.50

13 4.30 4.88 5.42 5.97 6.47 7.06 7.60

14 4.35 4.94 5.49 6.04 6.55 7.15 7.69
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