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TorFlex™ Transseptal Guiding Sheath

Boston Scientific is committed to innovations in transseptal punctures.
Our transseptal products are designed to provide a smooth and
controlled transseptal puncture.
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TorFlex™ Transseptal Guiding Sheath

SPECIFICATIONS ORDERING INFORMATION

Feature Specification French size Guidewire max Sheath Sheath
French size compatibility 8.5F (2.84 mm) compatibility outer diameter usable length curve

Sheath usable length 63 cm, 81 cm TF85 - 32 - 63 - 45

Sheath radiopaque marker Platinum/iridium band TF85 - 32 - 63 - 55

Sheath curves 45°,55°, 90" TF85 - 32 - 63 - 90

Dilator usable length 67 cm, 85cm TF85 - 32 - 81 - 45

Dilator inner diameter 0.033"(0.83 mm)

Guidewire max outer diameter 0.032" (0.81 mm)

Guidewire length 180 cm
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TorFlex™ Transseptal Guiding Sheath

CAUTION: Federal law (USA) restricts this device to sale by or on the order of a physician. Rx only. Prior to use, please see the complete “Instructions for Use” for more information on
Indications, Contraindications, Warnings, Precautions, Adverse Events, and Operator’s Instructions.

INDICATIONS FOR USE: The TorFlex™ Transseptal Guiding Sheath kit is used for the percutaneous introduction of various types of cardiovascular catheters and guidewires to all heart
chambers, including the left atrium via transseptal perforation / puncture.

CONTRAINDICATIONS: There are no known contraindications for this device.

WARNINGS: Laboratory staff and patients can undergo significant x-ray exposure during interventional procedures due to the continuous usage of fluoroscopic imaging. This
exposure can result in acute radiation injury as well as increased risk for somatic and genetic effects. Therefore, adequate measures must be taken to minimize this exposure. The
use of echocardiography is recommended. ¢ The TorFlex™ Transseptal Guiding Sheath kit is intended for single patient use only. Do not attempt to sterilize and reuse the TorFlex™
Transseptal Guiding Sheath kit. Reuse can cause patient injury and/or the communication of infectious disease(s) from one patient to another. « Care should be taken to ensure that all
air is removed from the sheath before infusing through the side port. » Do not attempt direct percutaneous insertion of the sheath without the dilator as this may cause vessel injury.
o Careful manipulation must be performed to avoid cardiac damage or tamponade. Sheath advancement should be done under fluoroscopic guidance. Echocardiographic guidance is
also recommended.

PRECAUTIONS: » Careful manipulation must be performed to avoid cardiac damage, or tamponade. Sheath, dilator and guidewire advancement should be done under fluoroscopic
qguidance. If resistance is encountered, DO NOT use excessive force to advance or withdraw the device.

ADVERSE EVENTS: Adverse events that may occur while using the TorFlex™ Transseptal Guiding Sheath kit include: e Infection e Air embolus e Local nerve damage ¢ Hemorrhage
Embolicevents e Vessel spasm ¢ AV fistula formation e Atrial septal defect e Pseudoaneurysm e Perforation and/or tamponade ¢ Arrhythmias  Pericardial/pleural effusion e Hematoma
e Vessel trauma e Valve damage ¢ Catheter entrapment
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Alltrademarks are property of their respective owners. Patents Pending and/orissued. CAUTION: The law restricts this device to sale by oron the order of a physician. Rx only. Indications,
contraindications,warnings, and instructions for use can be found in the product labelling supplied with each device or at www.baylismedical.com.

Products shown for INFORMATION purposes only and may not be approved or for sale in certain countries. This material not intended for use in France.

Boston Scientificis a Global Company. Please note that model numbers, indications, contraindications, warnings and specifications may differ depending on geographic region. Not all
information displayed in this brochure may be licensed in accordance with Canadian law. Please contact your Boston Scientific representative for local labeling, product specifications
and licensed model numbers.
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