Branchor® X
Balloon Guide Catheter

INSTRUCTIONS FOR USE

Caution: Federal (USA) Law restricts this device to sale by or on the order of a physician.

Read instructions carefully before use and observe Indications for Use, Contraindications, Warnings,
Precautions, Malfunctions and Adverse Effects 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 Branchor X Balloon Guide Catheter.
Be sure to consult the accompanying documents for the medical devices and contrast agents to be used together
with this product, as well as their Instructions for Use.

Device Description

This balloon guide catheter is a variable stiffness catheter that has a radiopaque marker at the distal end of the balloon
to facilitate fluoroscopic visualization and indicate the balloon position, a branched connector at the proximal end, and
is equipped with a braid reinforced lumen. A balloon is attached to the distal end, and the dimensions of this balloon
guide catheter and recommended balloon injection volume are provided on the product label.

The outer surface of this balloon guide catheter is coated with a hydrophilic coating for enhanced lubricity when the
surface is wet. The shaft lumen is provided with PTFE coating, with the exception of the connector section. This allows
the guidewire and other devices to easily move through the section.

Attached are a peel-away, a syringe, a three-way stopcock, a luer-activated valve, and a rotating hemostasis valve (RHV).
For their specifications, see product label.
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Indications for Use
The Branchor X Balloon Guide Catheter is indicated for use to facilitate the insertion and guidance of an intravascular
catheter into a selected blood vessel in the neuro vasculature, and injection of contrast media.

The balloon provides temporary vascular occlusion during these procedures.
The Branchor X Balloon Guide Catheter can also be used as a conduit for retrieval devices.

Contraindications
1. Patients who are allergic to contrast media.
2. Patients who are contraindicated to anti-platelet and/or anticoagulant therapy.
3. Patients who are or may be pregnant. X-ray may affect the fetus.
4. Patients for whom a physician finds it inappropriate to use this product.

Warnings

* Do not place this balloon guide catheter beyond internal carotid artery.

+ This balloon guide catheter is sterilized with ethylene oxide (EO). Always open the package of this product
immediately prior use, and handle the product under aseptic conditions.

+ This balloon guide catheter is intended for single use only. Do not reuse or re-sterilize it. If the balloon guide catheter
is reused or re-sterilized, it may cause catheter damage and/or patient injury.

+ Before using this balloon guide catheter, thoroughly examine whether the catheter and/or its package is damaged
during transportation. If damage to this balloon guide catheter and/or the package is suspected, do not use this product.

* Do not use this balloon guide catheter after the expiration date indicated on the label. Discard expired balloon guide

catheters.

Do not alter this balloon guide catheter regardless of the use purpose.

When inserting or withdrawing this balloon guide catheter or adjusting the insertion position, completely contract the

balloon in advance. Failure to do so may cause this balloon guide catheter to break or remain in the body.

* When inserting this balloon guide catheter into a blood vessel, be sure to use the attached peel-away for insertion.
Failure to do so may cause the balloon to break during the insertion.

+ Carefully advance this balloon guide catheter. If any resistance is felt during the manipulation of this device, stop the
manipulation, and check the cause under X-ray fluoroscopy. Continuing the manipulation against resistance may
result in device damage or patient injury.

- If the blood vessel on the balloon guide catheter insertion route is tortuous, and if torque manipulation is performed

with this balloon guide catheter during insertion, this balloon guide catheter may be damaged and cause patient injury.

Therefore, handle the balloon guide catheter with much care.

If resistance is felt when this balloon guide catheter is being withdrawn from the sheath, do not forcedly withdraw

this device. Instead, withdraw the device together with the sheath. Forcedly withdrawing this device may cause this

device and the medical device used together to break or remain in the body.

Do not rotate this balloon guide catheter while in the vasculature.

* Do not inject balloon expansion liquid that exceeds the maximum dilatation volume into the balloon of this balloon
guide catheter. Excessive expansion may cause vessel spasm or rupture, or rupture of the balloon of this device.

* To avoid balloon damage, do not let the balloon contact a calcified or stented artery.

To reduce the risk of complications due to air embolism when using this balloon guide catheter, remove the air in the

balloon in accordance with the recommended sequence.

Do not shape the tip of this balloon guide catheter.

* During the procedure, use appropriate anticoagulation considering the condition of the patient.

Do not use Ethiodol- or Lipiodol-based contrast medium, or any other liquids containing these agents because this

may cause the resin of the connector section to be eroded and damaged.

* Do not use this balloon guide catheter for patients unable to adapt to surgical operation.

* Do not use a catheter whose outer diameter (OD) exceeds the following limits with the lumen of this balloon guide
catheter.

Fr size Catheter Max OD
Branchor X 8 Fr 2.18 mm
Branchor X 9 Fr 2.41 mm




+ If a power injector is used to inject a contrast medium, the injection pressure must not exceed the maximum injection
pressure. Exceeding the maximum injection pressure may cause damage to this balloon guide catheter.
* Do not use undiluted contrast medium to inflate the balloon.

Precautions

* Before using this balloon guide catheter, make sure that all devices including this balloon guide catheter are operating
normally.

*Only a physician who has been adequately trained in neurointerventional procedures should use this balloon guide
catheter.

* This balloon guide catheter must be used at a facility where emergency surgery can be performed promptly.

* Before using this balloon guide catheter, check its size, shape and compatibility with the therapeutic device.

+ To prevent clot formation and crystallization of contrast medium, maintain constant injection of an appropriate
flushing solution through the balloon guide catheter’s lumen.

* When removing this balloon guide catheter from the package, remove it together with the protective cardboard. Failure
to do so may damage this balloon guide catheter or the balloon of this balloon guide catheter.

*Before injection of a contrast medium or other fluids, confirm that this balloon guide catheter does not show defects
such as crush, kink or twist, and is not blocked. Injecting fluids into this balloon guide catheter with such defects may
result in breakage of this balloon guide catheter and patient injury.

» Always check the position of the tip of this balloon guide catheter under X-ray fluoroscopy, and carefully manipulate
the balloon guide catheter.

* Do not wipe the balloon guide catheter with dry gauze, or such soaked in alcohol, antiseptic solutions, or other solvents.
Doing so may damage or cause unpredictable changes in the coating which could affect the device safety and
performance.

* This balloon guide catheter has not been evaluated for safety or compatibility in an MR environment. This balloon
guide catheter has not been tested for heat generation, transfer or image artifacts in an MR environment. The safety
of this balloon guide catheter in an MR environment has not been confirmed.

+ After taking preventive measures against infection after use, discard this product as medical waste.

* Operators should take all necessary precautions to limit X-radiation doses to patients and themselves by using
sufficient shielding, reducing the fluoroscopy times, and modifying X-ray technical factors where possible.

Malfunctions and Adverse Effects

When using this balloon guide catheter, the following malfunctions and adverse effects may occur. A serious adverse
effect may lead to severe complication or death. However, such malfunctions and adverse effects are not limited to
these.

Bl Malfunctions

® Damage
* Separation
+Kink
*Bend
* Deformation
* Peel-off of the hydrophilic coating
* Peel-off of the Shaft’s Resin
*Rupture of the balloon

® Poor deflation of the balloon

® Insertion difficulty
® Withdrawal difficulty

Bl Adverse Effects

® Death ® Vascular occlusion

® [nfection ® Arteriovenous fistula

® Vasospasm ® Aneurysm (true/false/dissecting)
® Bleeding ® Varicosity

® Late bleeding ® Infarction

® Hematoma formation ® Stroke

® [schemia ® Puncture site complications
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® Embolization (blood clots, air, foreign material, plaque)

® (lot formation ® Bileeding complications

® Dissection of blood vessels ® Hypotension/bradycardia (receptor/vascular compression)
® Perforation of blood vessels ® Arrhythmia

® Allergic reaction

Potential complications that could occur with exposure to X-ray radiation as part of the fluoroscopy procedure necessary
for use with the device, include:

® Alopecia

® Burns ranging in severity from skin reddening to ulcers

® (ataracts

® Delayed neoplasia
The probability of these complications increases as the procedure time and number of procedures increase.

How to Use
This balloon guide catheter is intended to be inserted into a blood vessel using a percutaneous technique.

B Preparation
1) Remove this balloon guide catheter together with the protective cardboard from the package.
2) Remove this balloon guide catheter from the protective cardboard.
3) After removing this balloon guide catheter, confirm that it is not damaged.
4) Keep this balloon guide catheter in a vat filled with heparinized saline for 30 seconds.
5) Using a syringe, flush this balloon guide catheter with heparinized saline.
6) Remove the accessories from the package.
B Preparation of a balloon expansion liquid
1) Prepare contrast medium diluted to an iodine content of approximately 100 mg/mL in a sterile container. For
example, place nonionic angiographic contrast medium equivalent to 300 mg/mL of iodine in a sterile container and
dilute 3-fold with heparinized saline.
Recommended concentration and viscosity

Concentration Viscosit
(iodine content ) y
100 mg/mL 1.35 mPa-s

H Deflation of the balloon, and pre-use test
1) Prepare a balloon expansion liquid.
2) Suction approximately 5 mL of balloon expansion liquid into a 20-mL syringe, separate from the accompanying 1-
mL syringe for balloon expansion, and connect the 20-mL syringe with the accompanying three-way stopcock
(connecting the 20-mL syringe to the side opposite the connection with this balloon guide catheter’s connector).

1 mL syringe
M 20 mL. syringe

Three—way stopcock )g"

3) Turn the valve of the three-way stopcock to remove air from the side to which this device is to be connected.
4) Attach the three-way stopcock to the balloon port of the connector of this balloon guide catheter.

Three—way stopcock

=
5) Turn the valve of the three-way stopcock toward the connector of this balloon guide catheter to let the expansion

liquid flow from the 20-mL syringe, and remove the air from the open side of the three- way stopcock.
6) Draw approximately 0.8 mL of the balloon inflation liquid into the attached balloon inflation syringe, and connect it
to the open side of the three-way stopcock from which air was removed in step 5.
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7) Rotate the cock of the three-way stopcock toward the balloon inflation syringe side, and pull the plunger of the 20-
mL syringe to aspirate the balloon lumen.

Continue the aspiration until all the air bubbles in the syringe have disappeared.

8) Return the plunger of the 20-mL syringe to its original position.

9) Rotate the cock of the three-way stopcock toward the 20-mL syringe side and inflate the balloon with 0.8 mL
(maximum inflation volume) of the balloon inflation liquid to confirm that this balloon guide catheter is free from
leaks. (Repeat steps 7 and 8 until air replacement has been completed.)

10) Rotate the cock of the three-way stopcock toward the balloon inflation syringe side. Draw the balloon inflation
liquid into the 20-mL syringe to deflate the balloon.

11) Inject approximately 0.8 mL of the balloon inflation liquid from the 20-mL syringe into the balloon inflation syringe
and rotate the cock of the three-way stopcock to close the 20-mL syringe side.

B Bleeding air in the balloon and pre-use test (when using a luer-activated valve)

1) Prepare balloon inflation liquid.

2) Draw approximately 5 mL of balloon inflation liquid into the 20-mL syringe, and connect it to the attached luer-
activated valve.

3) Remove the air from the valve, and connect the luer-activated valve to the balloon port on the connector of this
balloon guide catheter.

4) Pull the plunger of the 20-mL syringe to aspirate the balloon lumen.

Continue the aspiration until all the air bubbles in the syringe have disappeared.

5) Return the plunger of the 20-mL syringe to the original position.

6) Disconnect the 20-mL syringe, draw approximately 0.8 mL of the balloon inflation liquid into the attached balloon
inflation syringe, and connect it to the luer-activated valve.

7) Inflate the balloon with 0.8 mL (maximum inflation volume) of the balloon inflation liquid to confirm that this
balloon guide catheter is free from leaks.

(Repeat steps 4 and 5 until air replacement has been completed.)

8) Disconnect the balloon inflation syringe and connect the 20-mL syringe.

9) Draw the balloon inflation liquid into the 20-mL syringe to deflate the balloon.

10) Disconnect the 20-mL syringe.

11) Prepare the balloon inflation syringe filled with approximately 0.8 mL of the balloon inflation liquid.

B Sequence for insertion and balloon expansion

1) Prepare a balloon expansion liquid.

2) After confirming that the balloon of this balloon guide catheter is completely contracted, move the peel-away
attached to the shaft section of this balloon guide catheter to the top of the balloon of this balloon guide catheter. In
doing so, ensure that the peel-away completely covers the balloon of this balloon guide catheter.

3) Using the peel-away, introduce the guide wire, angiographic catheter and this balloon guide catheter into the
introducer sheath. When the balloon section of this balloon guide catheter has passed the introducer sheath, withdraw
the peel-away, or tear and remove it as necessary.

4) With the guide wire being ahead, advance the angiographic catheter and this balloon guide catheter. When this
balloon guide catheter has reached the intended region, withdraw the guide wire and the angiographic catheter.

5) Insert the therapeutic device, and expand the balloon of this balloon guide catheter using the syringe for expansion
when starting the procedure.

For the expansion operation, be sure to see Table 1 below, and carefully inject the balloon expansion liquid using the
syringe for balloon expansion until the prescribed balloon diameter is reached.

Table 1: Compliance chart

Balloon injection volume (mL) Balloon diameter (mm)
0.2 65+3
0.5 10+3
0.8* 12+3

* Maximum Balloon injection volume
Do not inject more than 1/2 of the previously injected volume while the balloon is dilated to the target vessel diameter.

6) Perform the following operation to keep the balloon of this balloon guide catheter inflated.
<When using a three-way stopcock>
Rotate the cock of the three-way stopcock to close the balloon lumen side.
<When using a luer-activated valve>
Disconnect the balloon inflation syringe from the luer-activated valve.
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Table 2: Measured Deflation Time
(Time to establish reperfusion after inflation)

Vessel Inner Diameter Average deflation time (sec) Volume Injected * (mL)
8 Fr: 7.33
10 mm 9 Fr 8.15 0.75
8 Fr:3.33
5 mm 9 Fr: 2.78 015

* The expansion liquid for deflation time testing was 1:2 mixture of contrast media (Iopamidol 300 mg/mL) and water.
The viscosity and concentration of expansion liquid may affect the balloon inflation and deflation times.
Volume Injected (mL) = Initial injection volume (mL) X 1.5
(Initial injection volume: The volume to inflate the balloon until it touches the vessel wall)

Table 3: Measured Complete Deflation Time
(Time to establish complete deflation after maximum inflation)

Balloon Diameter Average deflation time (sec) Injection volume™* (mL)
. 8 Fr: 33.38
12 mm (Maximum) 9 Fr 3226 0.8

* The expansion liquid for deflation time testing was 1:2 mixture of contrast media (Iopamidol 300 mg/mL) and water.
The viscosity and concentration of expansion liquid may affect the balloon inflation and deflation times.

B Withdrawal of the therapeutic device
Use a syringe other than the attached one to aspirate this balloon guide catheter.

1) Withdraw the devices inserted into this balloon guide catheter, such as the clot retriever and micro catheter, from
this guide catheter.

2) While the devices, such as the clot retriever and micro catheter are being withdrawn from this balloon guide
catheter, continue the suction of this balloon guide catheter. If the re-capture into this device is difficult, contract
the balloon of this balloon guide catheter, and withdraw this balloon guide catheter, the micro catheter and the
retriever all together. Remove the introducer sheath, if necessary.

3) Suction the expansion liquid from the balloon port to completely contract the balloon of this balloon guide catheter.

4) Confirm that the balloon of this balloon guide catheter has been completely contracted, and withdraw this balloon
guide catheter from the body.

Table of Flow Rate
Example result of injection test with power injector when;
- using a connector tube (Iength 800 mm/inner diameter 1.86 mm) between power injector and the connector.

- Temperature: 37°C
The recommended maximum injection pressure is 689 kPa (100 psi).

Fr size General name of | Iodine content | Viscosity | Input Flow Rate |Obtained Flow Rate| Average Injection
contrast medium (mg/mL) (mPa-s) (mL/sec) (mL/sec) pressure(kPa/psi)
8 Fr Iopamidol 370 9.1 8.0 7.90 173/25
9 Fr Iopamidol 370 9.1 8.0 7.76 130/19

#¢The flow rate in actual operation can be lower than this example result depending on the viscosity of the contrast
medium, the size of a connector tube and/or other conditions. The flow rate is for the flow through the catheter lumen

side, not balloon.

Storage method
Do not store the product in a bent or heavily-loaded condition. Store in a cool, dark and dry place.

Expiration date
The expiration date is indicated on the label of the product package.

Contents
One set/bag




SYMBOLS

Luer-activated
valve

%

Injection Volume

O:: Balloon OD

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 effects 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).

“Branchor” is a trademark or registered trademark of ASAHI INTECC CO., LTD. in Japan and other countries

JA ASNAHI INTECC

Ml AsAHI INTECC CO., LTD.
3-100 Akatsuki-cho, Seto, Aichi 489-0071 JAPAN

Distributor

ASAHI INTECC USA, INC.

Tel : 855-286-9473 (Customer Support)
E-Mail : customersupport@asahi-intecc.com

Country of origin for this product is indicated on the product label.
© 2025 ASAHI INTECC CO., LTD.
2025-07-10 (1st edition)
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