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Tornus ES 
Endoscopic Dilator 

INSTRUCTIONS FOR USE 
 

Caution: Federal (USA) Law restricts this device to sale by or on the order of a 
physician. 
 
Read these instructions carefully before use and observe the Indications for Use, 
Contraindications, Warnings, Precautions, Malfunctions and Adverse events and 
How to Use sections in the Instructions for Use. Failure to do so may result in 
complications, including serious injury to the patient or death. 
These Instructions for Use apply to Tornus ES. For details of this device (working 
length, outer diameter, length of hydrophilic coating section, etc.), refer to the product 
label. 
 

Descriptions 

This device consists of two types of stainless-steel coils and has a stainless-steel tip 
and a handgrip mounted at the distal and proximal ends, respectively. The dilating 
section and the shaft section are visible under fluoroscopy. The distal 30cm part of 
the coil in the dilating section has a polyurethane coating, and a hydrophilic coating 
on top of it to provide lubricity. The device is designed to dilate the target site by the 
tapered shape of the dilating section. Dilation of the target site is achieved by 
inserting the tip of the dilating section into the target site and rotating and advancing 
the device. The device can be advanced and withdrawn by rotating the handgrip 
clockwise and counterclockwise, respectively. 
 
 
 
 
 
 
 
 
 
 
 

Specifications 
Outer diameter：  Shaft = 2.64mm (7Fr), Dilating section = 2.62mm (7Fr) 
Working length ：195cm 
Maximum guide wire diameter: 0.46mm (0.018"), 0.64mm (0.025") 
 

Indications for Use 

This device is used to dilate strictures in the pancreatobiliary systems and to dilate 
openings via the transgastric or transduodenal wall. This device is indicated for adult 
use only. 
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Contraindications 

Those specific to ERCP and I-EUS 
 

Warnings 

● This device is presterilized with ethylene oxide gas and is intended for single use 
only. Do not resterilize or reuse. If reused or resterilized, its performance or quality 
may be compromised, and there is a risk of complications such as infection. 

● Do not use this device after the expiration date indicated on the label. Discard any 
device that exceeds the expiration date. 

● The device must be used only by a physician who is fully trained in endoscopic 
procedures. 

● Do not use the device for patients who are or could be pregnant, children or neonates. 
● Do not use the device for patients who have experienced obvious serious allergic 

reactions to contrast media or other drugs required for the procedure. 
● If the package is opened or damaged, do not use the device. Always open the package 

just prior to use. 
● After use, discard this device as medical waste according to the policy of the hospital, 

state or local regulations. 
● Do not manipulate this device if it is not clearly visible under fluoroscopy. 
 

Precautions 

● When manipulating this device, monitor its movement under fluoroscopy and in the 
endoscopic view. 

● If the rotating operation of the device causes twisting and warping of the shaft, let 
go of the handgrip to release the accumulated torsion. 

● If the device meets increased resistance during dilation, rotate the handgrip 
counterclockwise to move the device backward. Then, try dilating again by rotating 
the handgrip clockwise. 

● Stop manipulating the device if it does not advance by the rotating operation or if 
the tip of the device is not rotating. 

● If bleeding occurs during the procedure, stop the procedure immediately and take 
remedial action. 

● Do not rotate the device when it is fixed with raised forceps of the endoscope or 
inserted into the endoscope. 

● If something abnormal is felt when withdrawing the device, visually confirm the 
situation under fluoroscopy and in the endoscopic view, and take appropriate 
measures. 

● Do not insert this device by force or press it against tissues inside the body cavity. 
● Before using this device in combination with other medical devices (e.g. guidewires, 

endoscopes), read the instructions for use of those devices to ensure that they are 
compatible with Tornus ES. Ensure that the uses of Tornus ES and the other devices 
are consistent with the contraindications, warnings and precautions of the other 
devices and Tornus ES. 

● This device must be used in an institution where emergency surgical operation can 
be performed immediately. 

● Do not immerse this device in alcohol disinfectants or chemicals containing organic 
solvents. Do not wipe this device with chemicals. 
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Malfunctions and Adverse events 

Possible malfunctions and adverse events through usage of this device include, but 
are not limited to, the following: 
 
1. Malfunctions  
・Damage (Breakage, bending, separation) 
・Difficulty in insertion 
・Difficulty in removal 
・Abrasion of coating 

 
2. Adverse events 
・Death 
・Infection 
・Sepsis 
・Peritonitis 
・Pancreatitis 
・Cholangitis 
・Cholecystitis 
・Hemorrhage 
・Perforation 
・Cardiac arrhythmia or arrest 
・Respiratory depression or arrest 
・Hypotension 
・Bleeding 
・Mucosal abrasion 
・Allergic reaction 
・Hematoma 

 
How to Use 

1. Remove the holder containing the device from the package.  
After removal from the package, inspect the device and confirm that it is 
undamaged. 
 

2. Remove the protection tube from the proximal end of the handgrip. Discard the 
protection tube. (Figure 1) 
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3. Inject saline into the holder through the injection port of the holder. To enable the 
hydrophilic coating to exert its lubricity, be sure to inject enough saline until it 
spills out from the proximal end of the handgrip. 
 

4. Grasp the dilator fixing tube (①) and the holder with one hand. Grasp the handgrip 
with the other hand, and pull the handgrip in the direction indicated by the arrow 
② to pull out the device from the holder. (Figure 2) 
 

 
 

5. Insert the device along the guidewire into the forceps channel of the endoscope. 
Slowly advance the device through the forceps channel until it can be confirmed 
on the endoscope monitor that the distal tip of the device is projecting from the 
distal end of the endoscope. 
 

6. While monitoring the endoscopic view, insert this device along the guidewire into 
the duodenal papilla or the puncture hole. 
 

7. While monitoring under fluoroscopy, advance the device to the target site. 
 

8. After inserting the tip of the device into the target site, grasp the handgrip and 
rotate it clockwise  
to advance the device and perform dilation of the target site. 
 

Proximal end 
of the handgrip 

Figure 1 Dilator fixing tube 

Protection tube 

Injection port of the 
holder 

Holder 

Handgrip 

Figure 2 Dilator fixing tube 
② 

Handgrip 

① 
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9. When dilation is completed, rotate the handgrip counterclockwise to withdraw the 
device from the target site. 
 

10. Withdraw the device from the endoscope. 
 

Storage Method 

 Do not keep the device in a bent and/or heavily-loaded condition. 
 This device must be kept out of water. Store in a cool, dark, and dry place. 
 

Expiration Date 

 The expiration date is indicated on the product label. 
 

Contents 

 1 piece / box 
 

Liability Disclaimer 

By no means shall “ASAHI INTECC CO., LTD. and its affiliated companies” 
(hereinafter referred to as the “Company”) be liable for accidents, personal 
injuries, adverse events due to any improper use of the product(s) or any other 
use inconsistent with these instructions. In no event shall the Company be liable 
for any damages either (i) arising out of storage of the product(s) after the 
shipment from the Company or (ii) due to selection of patients, surgery 
techniques, or any other medical activities by the medical institution that uses 
the product(s). 
 
“Tornus ES” is a trademark or a registered trademark of ASAHI INTECC CO., LTD. 
in Japan and other countries. 
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