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Agile™ Esophageal
Stent System

MO00517710, M00517720, M00517730, MO0517740

Device Information

The Agile Esophagea),Partially.€overed OT\WStentis a self-expanding metal stent with a Silicone cover. An
esophageal metal stent is:aflexibfe metat witetube that'is placed in the esophagus (food pipe) that expands to hold
the narrowed afea ofthe esophagusepen.

The stentisiintended to.be usedin patients with cancerous (malignant) marrowing of the food pipe (esophageal
stricturés) andds notdntended to be.removed.

The stentis designed as.a device to.improve difficulty swatowing {dysphagia) and maintain opening of the
esophagus {esophageal patency)to allowfor passageof foadand liquids.

Your physician:ispreseribing-fhis device asyou have anabnormal conrection between the esophagus and another
organ in thebody:(strictufe or fistula) Hindering yourability to swallow liquids or foods.

Possible side‘effectsmay include reftux,.sore thraat, difficulty. swalloiving, and/or mild pain.

Your doctor should previde you with-an implant card thatddentifies yourstent. Always-carry this card with you and
present it to all health professionals (doctorsntirses dentistzteéchnpieians).

Information on Safe Use
Follow your physician's instructions 0n dietary restrictions-andghysicalattivity:

e [tisrecommended to consume oplycleardiquids’in ansuprighipositionduring the first 24, hours after the stent
has been placed.

 Ifyou are being treated for abnermal cofnectiolrbetween. the foodpipe (esophagus) and another organ in the
body (fistula) you should not eat opdrink until yourdocter”confifms thefistulasis sealed.

e After physician instruction, it is recommeéndedsto eat‘only inan upfight sitting pésitionsto chew food thorqughly,
to avoid certain foods (such as meats, rawyvegetables, and breads), and to drink fluids during and.afteraeals.

e After physician instruction, it is recommended-to elevate the head-of thebed..You may-be prescribedacid
suppression therapy to minimize gastric refluxi{also kiown as -heartburn, when some of-the acid-content of the
stomach flows up into the esophagus) into the stafit.

e Take your medication as instructed by your doctor.

Contact your healthcare provider immediately if any of the following occuir:

e Your pain does not decrease following the instructions given togeu byour.dactor.
e You cough up or vomit blood.

¢ You have a fever of 101 °F (38.3 °C) or higher.

e You have increased difficulty swallowing.

Warnings and/or Precautions Related to Reciprocal Interference

Inform Healthcare professionals (doctors, nurses, dentist, technicians) that you have an implanted metal stent, so
that they can take any necessary precautions.
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The Boston Scientific Agile Esophageal Stents are MRI Conditional. This means, a patient with this device can be
scanned safely only under specific conditions.

Provide MRI Conditional information below to your healthcare professionals if you have any special diagnostic tests
such as an MRI.

Magnetic resonance imaging (MRI): This is a diagnostic test that uses a strong electromagnetic field to produce
images of the body.

MRI Safety Information

A person with the Agile Esophageal Partially Covered OTW Stent may be safely scanned under the following
conditions. Failure to follow these conditiop$may result in injury.
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Warning

Nitinol is used in this device, which contains nickel. This may cause an allergic reaction in individuals with nickel
sensitivity. Discuss the potential for allergy with your doctor if you have ever experienced a skin rash to jewelry,
watches, or belt buckles.

Agile is a registered trademark of Boston Scientific Corporation or its affiliates.
All other trademarks are the property of their respective owners.
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