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Sirolimus-Eluting Coronary Stent System 


INSTRUCTIONS FOR USE 
 


InSitu Technologies Inc. 


SIRO™ Sirolimus-Eluting Coronary Stent System 


 


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 SIRO™ Sirolimus-Eluting Coronary Stent System.  


2.0 DEVICE DESCRIPTION: 


The SIRO™ Sirolimus-Eluting Coronary Stent System is Sirolimus-Eluting Stent 


mounted pre-mounted on balloon delivery catheter distal tip. The principal mechanism of 


action for the SIRO™ Sirolimus-Eluting is inflation to the balloon via an inflation device. 


The SIRO™ Sirolimus-Eluting Coronary Stent System is packaged sterile and intended 


for single use only. 


The SIRO™ Sirolimus-Eluting Coronary Stent System is a premounted balloon 


expandable drug-eluting stent comprising of the following: A cobalt chromium L605 


medical grade alloy based on the coronary stent platform with a biodegradable polymer 


carrier loaded with 140µg +/-20µ / cm2. Stent diameters of 2.25, 2.5, 2.75. 3.0, 3.5, and 


4.0mm and stent lengths of 8, 13, 18, 23, 28, and 33mm 


The SIRO™ Sirolimus-Eluting Coronary Stent System is Sirolimus-Eluting Stent 


mounted pre-mounted on balloon delivery catheter distal tip. The principal mechanism of 


action for the SIRO™ Sirolimus-Eluting is inflation to the balloon via an inflation device. 


The SIRO™ Sirolimus-Eluting Coronary Stent System is packaged sterile and intended 


for single use only. 


The SIRO™ Sirolimus-Eluting Coronary Stent System is a premounted balloon 


expandable drug-eluting stent comprising of the following: A cobalt chromium L605 


medical grade alloy based on the coronary stent platform with a biodegradable polymer 


carrier loaded with 140µg +/-20µ / cm2. Stent diameters of 2.25, 2.5, 2.75. 3.0, 3.5, and 


4.0mm and stent lengths of 8, 13, 18, 23, 28, and 33mm. 


3.0 HOW SUPPLIED: 
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The SIRO™ Sirolimus-Eluting Coronary Stent System is sterilized using ethylene oxide 


(EtO). 


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


Contents:  


1 SIRO™ Sirolimus-Eluting Coronary Stent System  


1 Instructions for Use 


1 Patient Implant Card 


Storage:  


3.1 The protective outer FOIL pouch contains an inner Tyvek pouch with a 


nonsterile exterior. The CONTENTS of the inner Tyvek pouch are sterile.  


3.2 The package is then packed with paper cartons for transportation. 


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


products). 


3.4 The product should be stored in dry and lightproof place. 


4.0 INDICATION FOR USE: 


The SIRO™ Sirolimus-Eluting Coronary Stent System is indicated for use in the 


treatment of de novo and restenotic lesions or total occlusions in patients with coronary 


artery disease, angina; silent ischemia; acute myocardial infarction – to improve luminal 


diameter and reduce restenosis within the stent and at the stent edges in native coronary 


arteries. 


The SIRO™ Sirolimus-Eluting Coronary Stent System is intended to improve coronary 


luminal diameter in the following: 1) patients with symptomatic ischemic disease 


associated with stenotic lesions in native coronary arteries (Length <19mm) with a 


reference vessel diameter of 3.0 – 4.0mm. 2) Treatment of abrupt or threatened abrupt 


closure (AC/TAC) in patients with failed interventional therapy in lesions in native 


coronary arteries of 2.25 – 4.0mm (inclusive) in diameter and <30mm long. Long-term 


outcome (beyond 6 months) for this permanent implant is unknown at present. 


5.0 CONTRAINDICATIONS: 


The SIRO™ Sirolimus-Eluting Coronary Stent System is contraindicated 


for patients with: 


• Known sensitivity to Sirolimus. 


• Known allergy to stainless steel and CC Alloy L605 


• Severe reaction to contrast agents that cannot be adequately pre-


medicated prior to the index procedure. 


• Patients in whom anti-platelet and/or anticoagulant therapy is 


contraindicated. In-stent restenosis. 


• Myocardial Infarction < 72 hours prior to STENT index procedure. 


• Stenting of Saphenous Vein Grafts. 


• Unprotected left main coronary artery. 


• Total occlusion of target vessel. 


• Heavily calcified lesions. 


• Lesions involving arterial segments with highly tortuous anatomy. 


• Lesions involving a bifurcation. 


• Left ventricular ejection fraction < 30%. 


• Cardiogenic shock. 


• Presence of definite or probable intraluminal thrombus. 


• Any patients judged to have a lesion which may prevent proper stent 


deployment. 


6.0 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 


7.0 PRECAUTIONS: 


Use of this device may carry the associated risks of subacute thrombosis, vascular 


complications and/or bleeding events. It is recommended that inclusion of patients to 


receive this device should conform with the indications/contraindications described 


previously. The risk of subacute thrombosis may increase when multiple overlapping 


stents are used. 


• Infection secondary to contamination of the stent may lead to 


thrombosis, pseudo aneurysm or rupture. The metal stent may lead 


to spasm, distal embolism, and thrombus. Excessive stretching of 


the artery may cause rupture and life-threatening bleeding. 


• The implantation of the stent should be performed only by 


physicians who have received adequate training in stent placement. 


• Dilatation procedures should be performed only under fluoroscopic 


control with radiographic equipment that provides high quality 


images. 


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


angioplasty procedure is being performed. 


• Appropriate anticoagulant and coronary vasodilator therapy must be 


used during this procedure. 


MAGNETIC RESONANCE IMAGING: 


• A magnetic resonance imaging scan should not be performed until 


the implanted stent has been completely endothelialised (eight 


weeks) in order to minimize the risk of the stent migrating under the 


strong magnetic field. 


• A cardiac surgery team should be available while stent implantation 


is being performed. 


• Prior to the procedure, the stent system should be visually examined 


to verify functionality and ensure that its size is suitable for the 


specific procedure for which it is to be used. 


• Only physicians thoroughly trained and experienced in the 


performance of percutaneous coronary transluminal angioplasty 


(PTCA) and stent implantation should use this device. 


• PTCA and stent implantation should only be performed at hospitals 


where emergency coronary artery bypass can be readily performed 


in the event of a potential injury or life-threatening complication. 


• Exercise care during device handling to reduce the possibility of 


disrupting the delicate placement of the stent on the balloon and 


accidental breakage, bending, or kinking of the stent system shaft. 


• Use only guidewires with a diameter of 0.014” (0.36mm). 


• Use guiding catheter with a minimum inner diameter compatible 


with the diameter of the SIRO™ Sirolimus-Eluting Coronary Stent 


System. Reference the specification table at the end of the IFU for 


guide catheter compatibilities by diameter. 


• Ensure that the guidewire exit port remains inside the guiding 


catheter at all times, Guide wire exit port is indicated on the in the 


schematic at the end of the IFU. 


• The use of mechanical atherectomy devices or laser catheters is not 


recommended in the stented area. 


• Narrow calcified and tortuous lesions or other lesions that could 


impede the delivery of the stent must be pre-dilated with an 


appropriately sized angioplasty balloon or ore-treated with another 


method before using the  


• Take care when removing the stent system from the spiral 


packaging, as forceful movements may dislocate the protector and 


the stents. 
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• When removing the stent protector, always pull at the very distal 


end of the protector to avoid dislocation of the stent. 


• Avoid excessive manipulation of the stent during flushing of the 


guidewire lumen. 


• DO NOT apply negative pressure to the stent system at any time 


prior to placement of the stent across the lesion; this may cause 


premature dislodgement of the stent. 


• When inserting and positioning the stent system, ensure that the 


hemostatic valve of the guiding catheter is fully open. A partially 


opened hemostatic valve might damage the stent or dislodge it from 


the centered location on the balloon. 


• DO NOT apply excessive force whilst accessing or crossing the 


lesion. This may damage the stent and/or dislodge it from the 


balloon. If resistance is felt at any time, stop the procedure, and 


determine the cause of resistance before proceeding. If the stent 


system is unable to reach or cross the lesion easily, the procedure 


should be aborted. Refer to the section “Removal of an unexpanded 


stent “. 


• DO NOT apply excessive force while attempting to cross the lesion. 


This may damage the stent and/or dislodge it from the balloon. If the 


stent system is unable to cross the lesion easily the unexpanded stent 


should be removed according to the instructions. 


• DO NOT inflate the balloon if a vacuum cannot be held, as this 


indicates a leak in the delivery system. 


• Avoid barotrauma outside the stent margins during post-dilatation. 


• DO NOT post-dilate the stent to more than the maximum 


expandable diameter recommending the compliance table. 


• Exercise care when crossing a newly deployed stent with a 


2guidewire, balloon catheter or stent system to avoid disruption of 


the stent geometry and stent migration. 


• If resistance is encountered during removal of the delivery system, 


remove the delivery system and the guiding catheter as a single unit 


according to the instructions below. 


• DO NOT RE-INSERT The SIRO™ Sirolimus-Eluting Coronary 


Stent System because it may have been damaged during the initial 


attempt to cross the lesion or during withdrawal. 


• Failure to follow correct removal steps for an unexpanded stent 


system and/or applying excessive force to the stent system=n can 


potentially result in loss or damage to the stent and/or delivery 


system components. 


• Disposal of packaging materials can be handled per normal 


industrial/local standards. The used device shall be handled 


according to hospital procedure. 


STENT HANDLING – PRECAUTIONS: 


• Do not remove the stent from its Balloon Catheter Delivery System. 


Removing the stent from its delivery balloon may damage the stent 


and/or lead to stent embolization. 


• Special care must be taken not to handle or in any way disrupt the 


stent position on the delivery device. This is most important during 


placement over the guidewire and advancement through the 


hemostasis valve adaptor and guiding catheter hub. 


• Excessive manipulation (e.g., rolling the mounted stent) may cause 


dislodgment of the stent from the delivery balloon or may damage 


the balloon catheter. 


• Use only appropriate balloon inflation media. Do not use air or any 


gas medium to inflate the balloon as it may cause uneven expansion 


and difficulty in deployment of the stent. 


STENT PLACEMENT – PRECAUTIONS: 


• Do not prepare or pre-inflate the balloon prior to stent deployment 


other than as directed. Use standard angioplasty balloon purging 


technique to prepare the system. 


• Implanting a stent may lead to dissection of the vessel distal and/or 


proximal to the stent, and may cause acute closure of the vessel 


requiring additional intervention (e.g., CABG, further dilatation, 


placement of additional stents, or other). 


• If more than one stent is required, the distal stent should be placed 


initially, followed by placement of the proximal stent. Stent 


placement in this order obviates the need to cross the proximal stent 


when placing the distal stent, and reduces the chances for dislodging 


the proximal stent. 


• Do not expand the stent if it is not properly positioned in the vessel 


(See Stent /System Removal - Precautions) 


• Placement of the stent will compromise side branch patency. 


• Balloon pressures should be monitored during inflation. Do not 


exceed rated burst pressure as indicated on the product label. Use of 


pressures higher than specified on the product label may possibly 


result in a ruptured balloon and potential intimal damage and 


dissection. 


• Do not attempt to pull an unexpanded stent back through the guiding 


catheter; dislodgment of the stent from the balloon may occur. (See 


stent /System Removal - Precautions) 


Stent retrieval methods (use of additional wires, snares, 


and/or forceps) may result in additional trauma to the 


vascular access site. Complications may include bleeding, 


hematoma, or pseudoaneurysm. 


STENT /SYSTEM REMOVAL – PRECAUTIONS: 


Should unusual resistance be felt at any time, either during lesion access or during 


removal of the Delivery System post-stent implantation, the Delivery System and guiding 


catheter should be removed as a single unit.  


• This must be done under direct visualization of fluoroscopy. When 


removing the Delivery System as a single unit: 


• It's recommended maintaining guidewire placement across the lesion 


and carefully pulling back the delivery system until the proximal 


balloon marker of the delivery system is aligned with the distal tip 


of the guiding catheter. Do not pull the Delivery System into the 


guiding catheter. 


• The guiding catheter and Stent Delivery system should be carefully 


removed from the coronary artery as a single unit. 


• The system should be pulled back into the descending aorta toward 


the arterial sheath. As the distal end of the guiding catheter enters 


into the arterial sheath, the catheter will straighten allowing safe 


withdrawal of the Stent Delivery System into the guiding catheter, 


and the subsequent removal of the Stent Delivery System from the 


arterial sheath. 


• Failure to follow these steps and/or applying excessive force to the 


Delivery System can potentially result in loss or damage to the stent 


or Delivery System components such as the balloon. If it is 


necessary to retain guidewire position for subsequent artery/lesion 


access, leave the guidewire in place and remove all the other 


components 


POST-STENT PLACEMENT – PRECAUTIONS: 
Care must be exercised when crossing a newly deployed stent with an 


intravascular ultrasound (IVUS), or a coronary guidewire or balloon 


catheter to avoid disrupting the stent geometry. 


MAGNETIC RESONANCE IMAGING (MRI) SAFETY INFORMATION: 


 


 MR Conditional 


Non-clinical testing has demonstrated the SIRO™ Sirolimus-Eluting Coronary Stent 


System is MR Conditional. A patient with this device can be safely scanned in an MR 


system meeting the following conditions:  


• Static magnetic field of 1.5-Tesla, and 3-Tesla, Only 


• Maximum spatial gradient magnetic field of 4,000-guass / cm (40-


T/m) (extrapolated) or less 


• Maximum MR system reported, whole body averaged specific 


absorption rate (SAR) of 2-W/kg for 15 minutes of scanning (i.e., 


per pulse sequence) in the Normal Operating Mode of operation for 


the MR system. 


• Under the scan conditions defined about the SIRO™ Sirolimus-


Eluting Coronary Stent System is expected to produce a maximum 


temperature rise of 2.3°C after 15-minutes of continuous scanning 


(i.e., per pulse sequence). 


DRUG INTERACTIONS: 


Possible interactions of Sirolimus with concomitantly administered 


medications have not been formally investigated. Drug interactions of 


systemic chemotherapeutic levels of Sirolimus with possible concomitant 


medications are outlined in the labeling for finished pharmaceuticals 


containing Sirolimus, such as Taxol®.  


Given that the amount of Sirolimus loaded onto each SIRO™ Stent is at a 


minimum 800 times lower than that used in oncological applications of the 


drug and is released at considerably lower levels than this, drug 


interactions are unlikely to be detectable. This is reinforced since systemic 


levels of Sirolimus have not been detected post-stent placement in clinical 


trials. 


PREGNANCY: 


This product has not been tested in pregnant women or in men intending 


to father children, effects on the developing fetus have not been studied. 


While there is no contraindication, the risks and reproductive effects 


remain unknown. 


8.0 WARNINGS: 


• The device carries an associated risk of subacute thrombosis, 


vascular complications, and/or bleeding events. Therefore, patients 


should be carefully selected, and anti-platelet therapy (i.e. 


clopidogrel or ticlopidine) must be prescribed for a period of 6 


months post procedure. 


• Persons allergic to stainless steel or Sirolimus may suffer an allergic 


reaction to this implant. 


• Implantation of the stent should be performed only by physicians 


who have received appropriate training. 


• Stent placement should only be performed at hospitals where 


emergency coronary artery bypass graft surgery can be readily 


performed. 


• Direct Stenting without prior dilation of the lesion has not been 


studied using this product (note Precaution regarding pre-dilation 


prior to stent implantation). 


• Subsequent restenosis may require repeat dilation of the arterial 


segment containing the stent. The long-term outcome following 


repeat dilation of coronary stents is unknown at present. 


• Low concentrations of Sirolimus, as they occur during use of the 


stent, might induce local genotoxic effects. Since no long-term 


genotoxicity testing has been completed at this time, the patient's 


benefit from using the SIRO™ Stent should be weighed against 


these potential risks for the patient. When multiple stents are 


required, if placement results in stent to stent contact, stent materials 


should be of similar composition to avoid the possibility of 


dissimilar metal corrosion. 


• This instrument should be used only by physicians who are 


experienced in coronary angioplasty. 


• 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.  


• Do not torque the balloon catheter shaft. This is not a steerable 


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


• 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. 


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. 


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. 


9.0 POTENTIAL ADVERSE EFFECTS: 


Potential adverse events which may be associated with the use of a coronary stent in 


native coronary arteries include but are not limited to: 


• Abrupt Stent Closure 


• Acute myocardial infarction  


• Allergic reaction to anticoagulant and/or antithrombotic 


therapy or contrast medium 


• Angina 


• Arrhythmias, including ventricular fibrillation (VF) and 


ventricular tachycardia (VT) 


• Arteriovenous Fistula 


• Cardiac Tamponade 


• Cardiogenic Shock 


• Death 


• Dissection 


• Emboli, distal (air, tissue or thrombotic emboli) 


• Emergent Coronary Artery Bypass Surgery (CABG) 


• Hemorrhage, requiring transfusion - 


• Hypotension/Hypertension 


• Infection 


• Infection and / or pain at the access site 


• Ischemia, myocardial 


• Perforation or Rupture 


• Pericardial effusion 


• Pseudoaneurysm femoral 


• Renal Failure 


• Respiratory Failure 


• Restenosis of stented segment 


• Shock/Pulmonary edema 


• Spasm 


• Stent embolization 


• Stent thrombosis/occlusion 


• Stroke/cerebrovascular accident/TIA 


• Total occlusion of coronary artery 


• Vessel trauma requiring surgical repair or reintervention 


Potential adverse events not captured above, that maybe unique to the 


Sirolimus drug coating: 


• Allergic/immunologic reaction to drug or stent coating 


• Allopecia 


• Anemia 


• Blood product transfusion 


• Gastrointestinal symptoms 


• Hematologic dyscrasia (including leukopenia, neutropenia, 


thrombocytopenia) 


• Hepatic enzyme changes 


• Histologic changes in vessel wall, including inflammation, 


cellular damage or necrosis Myalgia/Arthralgia 


• Peripheral neuropathy 


• There may be other potential adverse events that are 


unforeseen at this time. 


10.0 PREPARATION FOR USE: 


INSPECTION PRIOR TO USE: 


Carefully inspect the sterile package before opening. Do not use after the "Use By" date. 


If the integrity of the sterile package has been compromised prior to the product "Use By" 


date (e.g., damage of the package), contact your local InSitu Technologies Representative 


for return information. Do not use if any defects are noted. 


 NOTE: If at any time during use of the Premounted Stent System the proximal shaft has 


been bent or kinked, do not continue to use the catheter. 


MATERIALS REQUIRED (NOT INCLUDED IN STENT SYSTEM PACKAGE): 


It is recommended that in addition to the stent delivery catheter, the following equipment 


be assembled for use, see table 1.  


 


NOTE: The lesion should be pre-dilated sufficiently to assure subsequent passage 


of the balloon/stent combination. 


11.0 STENT SYSTEM PREPARATION: 


CAUTION:  Exercise care during device handling to reduce the 


possibility of disrupting the delicate placement of the stent 


on the balloon and accidental breakage, bending or kinking 


of the stent delivery system shaft. 


11.1 Remove the protection ring containing the stent system from the sterile 


package and place it onto a sterile field. 


11.2 Gently pull out the stent system from the protection ring.  


CAUTION:  Forceful movements may dislocate the protector and the 


stent. 


11.3 Carefully remove the balloon/stent protector. 


CAUTION:  Always pull at the very distal end of the protector to avoid 


dislocation of the stent. 


11.4 Visually check the stent crimping for uniformity, no protruding struts, and 


centering on the balloon 


PRE-FLUSH GUIDEWIRE LUMEN: 


11.5 Connect a syringe containing sterile saline to an appropriately size 


“flushing needle”. Carefully apply the needle to the distal tip of the 


delivery system and flush the guidewire lumen. 


11.6 Remove the syringe and the “flushing needle”. 


CAUTION:  Avoid excessive manipulation of the stent during flushing 


of the guidewire lumen. 


11.7 Leave the prepared stent system at ambient pressure. 


CAUTION:  DO NOT apply negative pressure to the delivery system 


prior to placement of the stent across the lesion. This may 


cause loosening and dislodgement of the stent. 


            INSERTION AND STENT POSITIONING: 


11.8 Attach a hemostatic valve to the luer-port of the guiding catheter 


positioned within the vasculature. 


11.9 Position the guidewire under fluoroscopy in accordance with PCI 


techniques. 


11.10 Back-load the proximal end of the guidewire into the distal tip of the 


delivery system until it exits at the guidewire exit port. 


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. 


11.11 Open the hemostatic valve completely. 


CAUTION: A partially opened valve might damage the stent or dislodge it from 


the centered location on the balloon. 


11.12 Carefully insert the stent system through the hemostatic valve. 


11.13 Advance the stent system through the guiding catheter using fluoroscopic 


guidance to determine when the delivery system tip approaches the distal 


tip of the guiding catheter. 


NOTE: The shaft exit markers on the hypotube may be used to approximate wen 


the stent system has reached the distal end of the guiding 


catheter. 


11.14 Carefully advance the stent system into the coronary artery over the 


guidewire while maintaining stable guiding catheter seating and stable 


guidewire placement across the target lesion. 


11.15 Position the stent within the lesion using the balloon radiopaque markers 


as reference points. 


CAUTION: DO NOT apply excessive force whilst accessing or crossing the 


lesion. This may damage the stent and/or dislodge it from 


the balloon. If resistance is felt at any time, stop the 


procedure and determine the cause of resistance before 


proceeding. If the stent system is unable to reach or cross 


the lesion easily, the procedure should be aborted. Refer to 


the section “Removal of an unexpanded stent “. 


11.16 Verify the stent position via high resolution fluoroscopy to assure an 


adequate coverage of the lesion including the proximal and distal margins. 


REMOVE AIR FROM THE DELIVERY SYSTEM: 


11.17 Connect a three-way stopcock to the luer-lock of the catheter. 


11.18 Prepare and remove air from a 20ml capacity Inflation/deflation device 


according to manufacturer’s recommendations and instruction’s. 


11.19 Attach the inflation/deflation device containing 3ml of balloon inflation 


medium to the stopcock. 


WARNING: Use only an appropriate balloon inflation medium (e.g. 50:50 


mixture by volume of contrast medium and saline). Never 


use air or any gaseous medium to inflate the balloon. 


11.20 Open the stopcock so that an open fluid path between the catheter and the 


inflation/deflation device is established. 


11.21 Pull the plunger of the inflation/deflation device an aspirate air from the 


catheter for at least 30 seconds. 


CAUTION:  DO NOT inflate the balloon if a vacuum cannot be held, as 


this indicates a leak in the delivery system. If a vacuum 


cannot be held, follow the instructions for the “Removal of 


an unexpanded stent”. 


11.22 Close the stopcock so that the fluid path to the catheter is closed and 


evacuate all air from the inflation/deflation device through the stopcock. 


11.23 Repeat steps 22-24 if necessary, to ensure air contained in the balloon and 


inflation lumen are removed. Release the inflation/deflation barrel to 


normal pressure. 


12.0 DIRECTIONS FOR USE: 


12.1 STENT DEPLOYMENT: 


12.2 Inflate the balloon gradually to expand the stent to the calculated diameter 


in accordance with the compliance chart. Hold that pressure for 15-30 


seconds. 


 CAUTION:  Inflate to at least the nominal pressure (NP) indicated on 


the label and the compliance chart. DO NOT exceed Rated Burst 


Pressure (RBP)). 


12.3 If necessary, the delivery system balloon may be dilated once more in 


order to achieve optimum seating of the implanted stent. 


12.4 If the stent is still not completely apposed to the vessel wall, the stent can 


be re-crossed and further expanded with a larger balloon. 


 CAUTION:  Avoid barotrauma outside the stent margins during 


subsequent dilatations. 


 CAUTION:  DO NOT post-dilate the stent to more than the maximum 


expandable diameter recommended in the compliance chart. 


 CAUTION:  Exercise care when crossing a newly deployed stent with a 


coronary guidewire, balloon catheter or stent system to avoid 


disruption of the stent geometry and stent migration. 
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12.5 BALLOON DEFLATION AND DELIVERY SYTEM REMOVAL 


12.6 Deflate the balloon in accordance with standard PCI procedures. Apply 


negative pressure to the balloon for at least 40 seconds. Before carefully 


pulling the delivery system out of the vessel. 


12.7 If the balloon cannot be withdrawn from the stent easily, slightly advance 


and retract the delivery system very carefully until it is possible to pull it 


out. 


12.8 Under fluoroscopic control retrieve the delivery system carefully into the 


guiding catheter. 


 CAUTION:  If resistance is encountered while doing so, remove the 


delivery system and the guiding catheter as a single unit according 


to the instructions below. 


REMOVAL OF AN UNEXPANDED STENT: 


12.9 Make sure that the guiding catheter tip and the guidewire are aligned to 


avoid any acute angle between the guidewire and guiding catheter tip. 


12.10 Slowly pull back the stent system. The entry of the stent into the guiding 


catheter must be performed slowly under fluoroscopic control to avoid 


dislodgement of the stent from its position on the delivery system balloon. 


 CAUTION:  If any resistance is felt while doing so, the stent system and 


the guiding catheter must be removed as a single unit according the 


instructions below. 


 CAUTION:  DO NOT RE-INSERT The SIRO™ Sirolimus-Eluting 


Coronary Stent System as the stent and/or the delivery system may 


have been damaged during the initial attempt to cross the lesion or 


during withdrawal. 


REMOVAL OF THE STENT SYSTEM AND THE GUIDING CATHETER AS A 


SINGLE UNIT: 


12.11 Position the proximal balloon marker just distal to the tip of the guiding 


catheter. 


12.12 Advance the guidewire into the artery as distally as safely possible. 


12.13 Tighten the hemostatic valve to secure the delivery system to the guiding 


catheter. 


12.14 Remove the guiding catheter and the delivery system as a single unit. 


13.0 DISPOSAL INSTRUCTIONS 


After use, dispose of product and packaging in accordance with hospital, administrative 


and/or local government policy. 


14.0 REFERENCES 


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


dilatation, such as that published by ACC/AHA. 
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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. 


 


InSitu Technologies (InSitu) warrants that reasonable care has been used in the design 


and manufacture of this instrument. This warranty is in lieu of and excludes all other 


warranties not expressly set forth herein, whether express or implied by operation of law 


or otherwise, including, but not limited to, any implied warranties of merchantability or 


fitness for a particular purpose. Handling, storage, cleaning and sterilization of this 


instrument as well as other factors relating to the patient, diagnosis, treatment, surgical 


procedures, and other matters beyond InSitu's control directly affect the instrument and 


the results obtained from its use. InSitu's obligation under this warranty is limited to the 


repair or replacement of this instrument and InSitu shall not be liable for any incidental or 


consequential loss, damage, or expense directly or indirectly arising from the use of this 


instrument. InSitu neither assumes, nor authorizes any other person to assume for it, any 


other or additional liability or responsibility in connection with this instrument. InSitu 


assumes no liability with respect to instruments reused, reprocessed or resterilize and 


makes no warranties, express or implied, including but not limited to merchantability or 


fitness for a particular purpose, with respect to such instrument.  


 


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: Materials and Quantities 


  


 


Table 2: Compliance Chart  


 


 Diameter at Inflated Pressure 


Pressure 2.25 2.5 2.75 3.0 3.5 4.0  


6 atm 2.25 2.50 2.75 3.00 3.50 4.00 NP 
7 atm 2.27 2.52 2.78 3.03 3.53 4.04  


8 atm 2.29 2.55 2.80 3.05 3.56 4.07  


9 atm 2.31 2.57 2.83 3.08 3.60 4.11  


10 atm 2.33 2.59 2.85 3.11 3.63 4.15  


11 atm 2.35 2.62 2.88 3.14 3.66 4.19  


12 atm 2.38 2.64 2.90 3.17 3.70 4.22  


13 atm 2.40 2.66 2.93 3.20 3.73 4.26  


14 atm 2.42 2.69 2.96 3.23 3.76 4.30  


15 atm 2.44 2.71 2.98 3.25 3.80 4.34  


16 atm 2.46 2.74 3.01 3.28 3.83 4.38 RBP 


 


 


 


 


 


 


 Quantity  Material  


1 Guiding catheter as described on label 


1 20 ml (cc) syringe Normal Heparinized Saline 


1 0.014” / 0.36mm PTCA Guidewire 


1 Rotating hemostatic valve 


1 Diluted contrast medium 1:1 with normal heparinized Saline 


1 Inflation Device 


1 Torque Device 


1 Pre-deployment dilation catheter 


1 Three-way stopcock 


1 Insertion Tool 


1 Flushing Tool 
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