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PRODUCT DESCRIPTION

The Hercules 100 Transnasal Esophageal Balloon is a 3-stage dilation
balloon catheter that comes preloaded with a Teflon-coated stainless
steel wire guide. This device is supplied sterile in peel-open packages,
and is intended for single use.

INTENDED USE

This device is used to dilate strictures in the esophagus and the upper
esophageal sphincter.

NOTES
Do not use this device for any purpose other than the stated intended
use.

Store in a dry location, away from temperature extremes.
Use of this device restricted to a trained healthcare professional.
This device is to be used transnasally or transorally.

CONTRAINDICATIONS

Contraindications to dilation include, but are not limited to:
uncooperative patient; asymptomatic rings, webs or strictures; known
or suspected perforation; INR (international normalized ratio) > 1.3 at
time of dilation; anticoagulated patients; pathologic coagulopathies;
recent nasal, orbital or facial trauma or nasal surgery; inability to

pass the balloon or scope through the nares; history of epistaxis;
obstructing nasal or nasopharyngeal polyps or tumor; failure to
advance through the strictured area.

WARNINGS

Always remove the pre-loaded wire guide from the balloon dilator
prior to balloon introduction and always advance the wire guide
through a pre-positioned endoscope, maintaining endoscopic
visualization as the wire guide exits the endoscope. Failure to do so
may result in mucosal puncture and/or lacerations.

Always advance the balloon dilator over a pre-positioned wire guide,
as failure to do so may result in mucosal puncture.

This product is not intended for use in the airway, above the upper
esophageal sphincter, or adjacent to a second balloon, as this

could result in oxygen desaturation, asphyxiation, airway occlusion,
aspiration, perforation, pulmonary hemorrhage, cricoid fracture,
minor bleeding, tissue trauma, infection, edema and tissue irritation.

During dilation, do not inflate the balloon beyond the maximum
indicated inflation pressure, as this could result in overextension or
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rupture of the balloon. Balloon rupture could result in unintended
pressure against tissue, tissue irritation, bleeding, perforation,
aspiration, oxygen desaturation, asphyxiation, and/or infection.

Do not advance the balloon dilator if resistance is encountered. Assess
the cause of resistance to determine if dilation should be attempted.

Repeat inflation and deflation may result in device failure, including
balloon rupture, inability to deflate, and loss of pressure. These device
failures could result in patient harm such as unintended pressure
against tissue, tissue irritation, bleeding, perforation, aspiration,
oxygen desaturation, asphyxiation, and/or infection.

Do not use air or gaseous substances to inflate balloon, as this could
lead to balloon rupture, resulting in unintended pressure against
tissue, tissue irritation, perforation, aspiration, bleeding, oxygen
desaturation, asphyxiation and/or infection.

This device is designed for single use only. Attempts to reprocess,
resterilize, and/or reuse may lead to device failure and/or transmission
of disease.

If package is opened or damaged when received, do not use.
Visually inspect with particular attention to kinks, bends and breaks.
If an abnormality is detected that would prohibit proper working
conditions, do not use. Please notify Cook for return authorization.

PRECAUTIONS
This balloon can be inflated to three distinct diameters, as indicated
on package and catheter tag.

This balloon is used in conjunction with an inflation device and
may be filled with an appropriate inflation medium such as
sterile water, saline, or up to a 1:1 mixture consisting of contrast
and saline.

Do not pre-inflate the balloon.

POTENTIAL ADVERSE EVENTS

Potential complications associated with esophageal and upper
esophageal sphincter dilation procedures include, but are not limited
to: perforation, hemorrhage, aspiration, fever, infection, hypotension,
respiratory depression or arrest, cardiac arrhythmia or arrest, bleeding.

INSTRUCTIONS FOR USE

Before any use of this device, the user should ensure that any
appropriate endoscopic accessory used to facilitate balloon deflation
is readily available and can reach the site of dilation in the event that
difficulty with balloon deflation is encountered.
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Visually inspect device with particular attention to kinks, bends,
and breaks. If an abnormality is detected which would prohibit
proper working condition, do not use.

Move the wire guide lock to the “on” position and remove the wire
guide. Remove the wire guide eye protector from the proximal
end of the wire guide.

Introduce the wire guide into the accessory channel

of a compatible, pre-positioned endoscope, advancing in
short increments until the wire guide is completely visualized
endoscopically. NOTE: The pre-positioned endoscope may be
introduced either via the nasal or oral cavity.

Monitoring endoscopically, advance the wire guide across the
stricture.

While maintaining wire guide position within the esophagus,
remove the endoscope.

Reposition the endoscope within the esophagus adjacent to the
wire.

Attach the balloon catheter to a 60 ml (cc) inflation device (pre-
filled with between 40 ml and 50 ml of inflation medium) with a
gauge to monitor the balloon pressure.

Apply negative pressure to the device to facilitate removal of the
protective sleeve.

Remove the protective sleeve from the balloon.

. Apply a water-soluble lubricant to the balloon to facilitate

passage through the oral or nasal cavity, as appropriate.

Prior to advancing the device over the wire guide, flush the wire
guide lumen.

Maintain negative pressure and introduce the device over

the wire guide, advancing in short increments until the balloon is
completely visualized endoscopically.

Monitoring endoscopically, advance the device until the balloon
is in the desired position within the stricture.

NOTE: Ensure that the wire guide is in the correct position in the
esophagus prior to final placement of the balloon in order to maintain
the correct balloon position.

NOTE: When the balloon and the wire guide are in the desired
location, the wire guide can be secured to maintain its position by
moving the wire guide lock to the “off” position.



14. Inflate the balloon to the pressure corresponding to the smallest
balloon diameter and maintain until the first stage of dilation
is achieved. Increase the pressure as indicated on the catheter
tag to achieve the second and third stages of dilation, as
necessary. NOTE: Once pressure has been exceeded for a specific
diameter, decreasing pressure will not result in smaller labeled
diameter.

15. To deflate the balloon, apply negative pressure and remove
all fluid from the balloon while observing the balloon
endoscopically.

NOTE: If the balloon is difficult to deflate, it may be punctured under

endoscopic visualization using an endoscopically compatible needle

or a spiked forcep to allow removal.

16. Remove the deflated balloon, the wire, and the endoscope from
the esophagus.

NOTE: To ease withdrawal, keep the catheter as straight as possible
during removal.

Upon completion of the procedure, dispose of the device(s) per
institutional guidelines for biohazardous medical waste.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas in peel-open packages.
Intended for one-time use. Sterile if package is unopened or
undamaged. Do not use the product if there is doubt as to whether
the product is sterile. Store in a dark, dry, cool location. Avoid
extended exposure to light. Upon removal from the package, inspect
the product to ensure no damage has occurred.



A symbol glossary can be found at ¢

X mm

If symbol appears on product label, X = maximum insertion portion width
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Xmm

If symbol appears on product label, X = minimum accessory channel
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If symbol appears on product label, X = wire guide compatibility

If symbol appears on product label, X = quantity per box
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