
 

 

 IFU1000 Rev. 

INSTRUCTIONS FOR USE 

InSitu Technologies Inc. 

ARRIVA PTCA Balloon Catheter  
Percutaneous Transluminal Angioplasty Balloon Catheter 

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

ENGLISH 

1.0 DEVICE NAME 

The device brand name is ARRIVA PTCA Balloon Catheter.  

2.0 DEVICE DESCRIPTION 

InSitu Technologies® Inc. ARRIVA PTCA Balloon Catheters are designed for dilating stenotic atherosclerotic lesions in coronary arteries.  The catheter's dilating element is a balloon near the 

distal tip.  The catheter contains two radiopaque marker bands - one located at the proximal end, and one located at the distal end of the inflated balloon.   

InSitu Technologies® Inc. ARRIVA PTCA Balloon Catheter features a full-length outer shaft with a stiffening thin wall tubing inside the shaft.  The distal coaxial section has a 25cm length 

guidewire lumen for use with an 0.014" or smaller guide wire.  The short length of wire lumen permits the rapid exchange of comparable catheters without using an exchange length wire or 

guidewire extension.  A balloon is bonded to the distal tip of the catheter and is wrapped under a balloon protector.  A single luer lock connector is used for inflation of the balloon with a contrast 

medium.   
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The ARRIVA PTCA Balloon Catheter is sterilized using ethylene oxide (EtO).  

DO NOT RESTERILZE. Do not use if the package has been opened or damaged. 

Contents:  
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1 Instructions for Use 

Storage:  

 The package of the product is made of Tyvek-plastic blister; 

then the sterilized product is packed with paper cartons for 

transportation. 

 The product must be used before expiry date. (as per the label 

on the products). 

 The product should be stored in dry and lightproof place. 

4.0 INDICATION FOR USE 

The InSitu Technologies® Inc. ARRIVA balloon catheter is indicated for balloon dilation 

of the stenotic portion of a coronary artery or bypass graft stenosis for the purpose of 

improving myocardial perfusion.   

The ARRIVA balloon catheter is indicated for more rapid and efficient catheter 

exchanges, thus reducing procedure and fluoro-time.   

Due to the construction of the catheter, the guidewire position can be maintained across 

the lesion, while the balloon catheter is exchanged to another InSitu Technologies® Inc. 

balloon catheter or other, comparable rapid exchange-type catheter without requiring a 

guidewire extension or exchange length wire. 

5.0 WARNING 

 An exchange to or from a balloon catheter other than a rapid 

exchange-type catheter will require guidewire extension. 

 InSitu Technologies® Inc. ARRIVA balloon catheter does not 

provide the user with distal infusion or distal pressure 

monitoring capabilities. 

 This device is intended for one time use only.  DO NOT 

resterilize and/or reuse it, as this can potentially result in 

compromised device performance and increased risk of 

inappropriate resterilization and cross contamination.   

 To reduce the potential for vessel damage the inflated diameter 

of the balloon should approximate the diameter of the vessel 

just proximal and distal to the stenosis. 

 PTCA in patients who are not acceptable candidates for 

coronary artery bypass graft surgery requires careful 

consideration, including possible hemodynamic support during 

PTCA, as treatment of this patient population carries special 

risk. 

 Balloon pressure should not exceed the rated burst pressure.  

The rated burst pressure is bases on the results of in vitro 

testing.  At least 99.9 percent of the balloons, (with a 95 percent 

confidence) will not burst at or below their rated burst pressure.  

Use of a pressure monitoring device is recommended to prevent 

over pressurization. 

 Use only the recommended balloon inflation medium.  Never 

use air or any gaseous medium to inflate the balloon. 

 Use the catheter prior to the: "Use Before" date specified on the 

package. 

 Do not use with Ethiodol or Lipiodol contrast media, or other 

such contrast media, which incorporates the components of 

these agents. 

 Do not expose the catheter to organic solvents (e.g., alcohol). 

 Do not use if the inner package is open or damaged. 

 Do not autoclave. Exposure to temperatures above 54°C 

(130°F) may damage the catheter. 

 Store in a cool dry place. 

Inflation in excess of the rated burst pressure may cause the balloon system to rupture.  

Should this occur, deflate the balloon. If you experience resistance or difficulty removing 

the balloon catheter through the guided catheter, discontinue pulling on the balloon 

catheter and remove the balloon catheter, guide wire and guide catheter as a unit. 

6.0 CONTRAINDICATIONS 

 Patients who are judged not to be candidates for coronary artery 

bypass graft surgery. 

 Patients with totally obstructed coronary arteries. 

 Patients diagnosed as having left main coronary disease. 

 Patients diagnosed as having coronary artery spasm. 

 Patients diagnosed as having calcific lesions 

7.0 COMPLICATIONS 

The following complications include, but are not limited to, have been reported as 

consequences, which may occur during the performance of percutaneous transluminal 

coronary angioplasty. 

 death 

 acute myocardial infarction 

 total occlusion of the coronary artery or bypass graft 

 coronary vessel dissection, perforation, rupture, or injury 

 restenosis of the dilated vessel 

 hemorrhage or hematoma 

 unstable angina 

 arrhythmias, including ventricular fibrillation 

 drug reactions, allergic reaction to contrast medium 

 hypo/hypertension 

 infection 

 coronary artery spasm 

 arteriovenous fistula 

 embolism 

8.0 PRECAUTIONS 

 This product must be used by professional doctors, who must be 

familiar with instruction for use of the   product; 

 Do not use it if package is damaged or unsealed; 

 Prior to interventional procedure, all equipment to be used, 

including interventional devices should be examined carefully 

for defects. Do not use any defective equipment. 

9.0 PREPARATION FOR USE 

EQUIPMENT ASSEMBLY 

For preparation of the InSitu Technologies® Inc. ARRIVA balloon 

catheter, it is recommended that, in addition to the balloon catheter, the 

following equipment be assembled for use: 

 Angioplasty guide wire (0.014" or smaller). 

 PTCA Y-adapter: 1 Tuohy-Borst . 

 Guidewire insertion tool. 

 Balloon protector (packaged on the balloon). 

 Balloon inflation device (i.e. a disposable inflation device or a 

pressure manometer connected to an inflation syringe with a 

stopcock if desired and connector tubing). 

 Sterile bowl with heparinized flush solution. 

 Sterile bowl with a 1:1 mixture of low viscosity contrast 

medium and sterile saline. 

 10cc or larger plastic luer lock syringe (for balloon preparation). 

 Flushing tool. 

INSPECTION: 



 

 

A thorough evaluation of the catheter and all components is imperative 

prior to use in any angioplasty procedure.  Inspect the catheter for integrity 

of the shaft and luer connection. 

 Precaution:  A stylet and a balloon protector are placed in or on all 

balloons.  The stylet is present in the distal wire lumen to maintain patency 

and prevent tip kinking during shipment and storage.  The balloon 

protector should be utilized throughout the procedure to prevent contact 

with objects on the prep table or excessive handling of the balloon.  Do 

not rotate the balloon protector while on the balloon.  The stylet and the 

balloon protector must be removed prior to insertion of the catheter into 

the patient. 

Precaution:  Do not manipulate or flick the balloon material. 

DISTAL LUMEN FLUSH 

Note: Remove Wire Lumen Stylet. 

Attach the flushing tool to a 10cc syringe filled with heparinized saline. 

BALLOON PURGING 

9.2 Prepare a 1:1 mixture of low viscosity contrast medium and sterile saline. 

9.3 Aspirate 3 to 4cc of contrast mixture into a 10cc or larger syringe and 

purge air from the syringe barrel. 

9.4 Attach the syringe to a female luer lock on a 3-way stopcock and fill the 

stopcock lumens with contrast medium mixture. 

WARNING:   Use of an inflation device alone (without stopcock and 

syringe) to purge balloon may result in inadequate removal of air from the 

catheter inflation lumen and may result in subsequent slow deflation time 

of the balloon. 

9.5 Prepare a balloon inflation device according to the manufacturer's 

instructions. 

Note: The use of a pressure manometer to monitor balloon pressure and to 

prevent over-pressurization is necessary to determine that adequate 

pressure is achieved and maintained. 

9.6 Connect the balloon inflation device to the remaining female luer lock on 

the 3-way stopcock. 

9.7 Connect the male luer lock of the 3-way stopcock to the balloon luer on 

the proximal end of the device. 

9.8 Precaution:  To minimize the possible introduction of air into the system, 

it is imperative that careful attention be paid to the maintenance of tight 

catheter connections. 

9.9 Turn the 3-way stopcock hands "off" to the inflation device and "open" to 

the syringe. 

9.10 Point the syringe nozzle downward and aspirate by pulling the plunger all 

the way back and holding until the bubbles no longer appear in the 

syringe. 

9.11 When bubbles no longer appear in syringe, turn the stopcock off to the 

syringe and open to the balloon inflation device. 

9.12 Test connections under aspiration for possible air leaks. 

9.13 Note:  Loss of vacuum or a continuous stream of air bubbles entering the 

syringe upon aspiration indicates the presence of a leak in the system.  If a 

loss of vacuum is experienced, check all connections. 

10.0 DIRECTION FOR USE 

WARNING:  This device should be used only by physicians who are 

experienced in coronary angioplasty. 

Precaution: Dilatation procedures should be performed only under 

fluoroscopic control with radiographic equipment that provides high 

quality images. 

Precaution:  A cardiac surgery team must be on the alert while a coronary 

angioplasty procedure is being performed. 

Precaution:  Appropriate anticoagulant and coronary vasodilator therapy 

must be used during this procedure. 

10.1 Shape the .014" (or smaller) guidewire tip to the desired configuration.  

Insert the guidewire introducer through the Tuohy-Borst Y-adapter to 

facilitate introduction of the guidewire into the guide catheter. 

10.2 Advance the guidewire carefully through the guide catheter.  Position the 

tip of the guidewire so that it is just inside the tip of the guide catheter. 

10.3 Close the Tuohy-Borst Y-adapter around the guidewire introducer.  This 

will allow unrestricted guidewire movement. 

10.4 Under fluoroscopy, advance the guidewire to the desired vessel and then 

across the stenosis. 

WARNING:  Do not advance or withdraw any component of the system if 

resistance is met without first identifying the resisting force by 

fluoroscopy and taking remedial action.  In situations where continued 

resistance if felt, then all components of the total system should be 

removed simultaneously.   

10.5 Once the guidewire is positioned properly across the stenosis, loosen the 

hemostatic valve, remove the guidewire introducer, and retighten the 

valve. 

10.6 Remove the balloon protector from the balloon catheter. 

10.7 Back load the guide wire into the distal end of the Balloon catheter.    

10.8 While maintaining wire position, load (if not loaded as in (7) above) the 

balloon catheter distal tip on the proximal end of the guidewire.  Advance 

the balloon catheter over the guidewire until it approaches the Tuohy-

Borst Y-adapter.  The guidewire will exit the balloon catheter 25cm 

proximal to the catheter tip. 

Note:  Maintain alignment between the balloon catheter and the guidewire 

during loading to ensure that the proximal end of the guidewire does not 

damage the balloon catheter. 

10.9 While holding the guidewire at its proximal end, which has exited the 

balloon catheter, loosen the Tuohy-Borst Y-adapter. 

10.10 Advance the Balloon catheter to the tip of the guide catheter.  U 

WARNING:   Do not torque the balloon catheter shaft.  This is not a 

steerable device and torqueing the shaft will not result in tip response. 

10.11 Track the balloon catheter over the wire to cross the lesion, using the 

radiopaque marker to center the balloon across the lesion. 

10.12 Inflate the balloon and dilate the lesion using standard PTCA protocol.  

Deflate the balloon. 

WARNING:   In the inflated state, the balloon size should never exceed 

the diameter of the artery lying just distal or proximal to the lesion being 

dilated. 

WARNING: Do not exceed the rated burst pressure.  Inflation in excess 

of the rated burst pressure may cause the balloon system to rupture.  

Should this occur, deflate the balloon.  If you experience resistance or 

difficulty removing the balloon catheter through the guiding catheter, 

discontinue pulling on the balloon catheter and remove the balloon 

catheter, guidewire and guiding catheter as a unit. 

WARNING:   If the inflation device manometer indicates a loss of 

pressure, a small leak may be present in the balloon.  Avoid inflating to 

higher pressures to maintain balloon inflation.  Deflate the balloon and 

remove it from the guiding catheter.  Check the balloon for a leak.  If a 

leak is present, clean the product thoroughly and return it to InSitu 

Technologies® Inc. 

11.0 WITHDRAWAL AND DISASSEMBLY PROCEDURE 

11.1 Withdraw the deflated PTCA catheter and guidewire into the guiding 

catheter. 

11.2 Using a technique of choice, remove the PTCA catheter, guidewire and 

guiding catheter from the vasculature. 

11.3 Discard the PTCA catheter, guidewire and guiding catheter. 

12.0 REFERENCES 

The physician should consult recent literature on current medical practice on balloon, 

such as that published by ACC/AHA. 
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InSitu Technologies, Inc. 

539 Phalen Boulevard 

St. Paul, MN 55130 

Tel: 1-651-389-1017 

 

FDA Registered Facility 

ISO 13485 Certified 

For Export Only 

DISCLAIMER 

THERE IS NO EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE, ON THIS 

ITEM.  PRODUCT(S) DESCRIBED IN THIS PUBLICATION UNDER NO CIRCUMSTANCES SHALL BE LIABLE FOR ANY DIRECT, INCIDENTAL OR CONSEQUENTIAL 

DAMAGES OTHER THAN AS EXPRESSLY PROVIDED BY SPECIFIC LAW.  NO PERSON HAS THE AUTHORITY TO BIND INSITU TO ANY REPRESENTATION OR 

WARRANTY EXCEPT AS SPECIFICALLY SET FORTH HEREIN. 

Descriptions or specifications in InSitu Technologies printed matter, including this publication, are meant solely to generally describe the product at the time of manufacture and do not constitute 

any express warranties. 

Table 1: Compliance Chart 

 Diameter at Inflated Pressure  

Pressure 1.0 1.2 1.5 2.0 2.5 3.0 3.5 4.0 5.0 6.0  

8 atm 1.00 1.20 1.50 2.00 2.50 3.0 3.50 4.0 5.0 6.0 NP 

9 atm 1.02 1.21 1.52 2.03 2.53 3.03 3.53 4.04 5.06 6.07  

10 atm 1.03 1.22 1.54 2.06 2.56 3.06 3.56 4.08 5.13 6.14  

11 atm 1.05 1.24 1.56 2.09 2.59 3.09 3.59 4.12 5.19 6.20  

12 atm 1.07 1.25 1.58 2.13 62 3.12 3.62 4.16 5.25 6.27  

13 atm 1.08 1.26 1.60 2.15 2.65 3.15 3.65 4.20 5.31 6.34  

14 atm 1.10 1.27 1.62 2.18 2.68 3.18 3.68 4.24 5.38 6.41  

15 atm 1.12 1.28 1.64 2.21 2.71 3.21 3.71 4.27 5.44 6.47  

16 atm 1.14 1.30 1.66 2.24 2.74 3.24 3.74 4.30 5.50 6.54 RBP 

17 atm 1.15 1.31          

18 atm 1.17 1.32          


