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The Kaname CoCr Coronary Stent System is indicated for improving myocardial blood flow in patients with stenotic lesions in 
coronary arteries with a reference vessel diameter between 2.5 mm and 4.0 mm and up to 25 mm in length.

CONTRAINDICATIONS
Contraindicated for use in:
• Patients in whom anti-platelet and/or anti-coagulant therapy is contraindicated.
• Patients with lesion(s) that prevents complete inflation of an angioplasty balloon.
• Patients with known allergy to L605 cobalt chromium alloy.

WARNINGS/PRECAUTIONS
WARNINGS

 ●Judicious selection of patients is necessary since Percutaneous Coronary Intervention with the use of stents carries the risk of 
sub-acute thrombosis, vascular complications and/or bleeding events. Hence patients should be maintained on clinically 
adequate post-procedural antiplatelet therapy (aspirin, clopidogrel or ticlopidine).
 ●Carefully consider the use of the stent in patients with known sensitivity to contrast agent that cannot be controlled 
prophylactically prior to stent implantation.
 ●Only physicians who have received appropriate training should perform implantation of the stent.
 ●Stent placement should only be performed at hospital where emergency coronary artery bypass graft surgery can be readily 
performed.
 ●Any advancement after introduction of the delivery catheter into the vessel should be done under high resolution fluoroscopy.
 ●Proper judgement is necessary to select lesion for direct stenting since insufficiently prepared lesion may lead to stent 
dislodgement.
 ●When treating in-stent occlusion, repeated balloon dilatation may be required. The long-term outcome following repeat dilatation 
of the coronary artery is presently unknown.
 ●Subsequent restenosis may require repeat dilatation of the arterial segment containing the stent. The long-term outcome following 
repeat dilatation of endothelialized stents is unknown at present.

AVOID EXPOSURE TO WATER, DIRECT SUNLIGHT, EXTREME TEMPERATURE, OR HIGH HUMIDITY DURING STORAGE.

PRECAUTIONS
Stent Handling – Precautions

 ●For single use only. Do not reuse. Do not resterilize. Do not reprocess. 
Reprocessing may compromise the sterility, the biocompatibility and the functional integrity of the device.
 ●Do not use a device that has reached or exceeded its expiry date.
 ●Ensure that the blister pouch has not been damaged or opened as this may compromise the sterile barrier.
 ●Use immediately after opening the blister pouch
 ●The entire operation should be carried out aseptically.
 ●Do not remove stent from its delivery system as removal may damage the stent and/or lead to stent embolization. Stent system is 
intended to perform as a system.
 ●Delivery system should not be used in conjunction with other stents.
 ●Special care must be taken not to handle or in any way disrupt the stent on the balloon. This is most important during catheter 
removal from packaging, placement over guide wire and advancement through rotating hemostatic valve adapter and guiding 
catheter hub.
 ●Do not “roll” the mounted stent with your fingers as this action may loosen the stent from the delivery balloon.
 ●Do not expose to organic solvent. Use only the appropriate balloon inflation media. Do not use air or any gaseous medium to 
inflate the balloon as this may cause uneven expansion and difficulty in deployment of the stent.
 ●Do not attempt to straighten the proximal shaft (hypotube) as it may cause the catheter to break if it is accidentally bent.

Stent Placement – Precautions
 ●Do not prepare, introduce negative pressure, or pre-inflate delivery system prior to stent deployment other than as directed. Use 
balloon purging technique described in delivery system preparation.
 ●Always select an appropriate size of the stent as an undersized stent may result in inadequate expansion of the lesion while an 
oversized stent may lead to inadequate expansion of the stent or damage to the vessel wall.
 ●When treating multiple lesions, stent the distal lesion prior to stenting the proximal lesion. Stenting in this order avoids the need to 
cross the proximal stent in placement of the distal stent and reduces the chances for dislodgement.
 ●Do not expand the stent if it is not properly positioned in the vessel. (See Stent / System Removal - Precautions)
 ●Placement of a stent has the potential to compromise side branch patency.
 ●Do not exceed rated burst pressure as indicated on the device compliance card and in the instructions for use.
 ●Balloon pressure should be monitored during inflation. Use of pressure higher than specified on the device label may result in a 
ruptured balloon with possible intimal damage and dissection.
 ●An unexpanded stent may be retracted into the guiding catheter one time only. Subsequent movement in and out through the 
distal end of the guiding catheter should not be performed as the stent may be damaged or dislocated. In case of stent 
dislodgement, stent retrieval methods (use of additional wires, snares and/or forceps) may result in additional trauma to the 
coronary vasculature and/or the vascular access site. Complication may include bleeding, hematoma or pseudoaneurysm.

Stent / System Removal-Precautions
Stent introduction into the coronary artery is limited to one time only as dislodgement may occur.
Should unusual resistance be felt at any time during either lesion access or removal of the stent delivery system pre-stent 
implantation, carefully attempt to pull the stent delivery system back through the guiding catheter. If resistance is felt in doing so, or 
if resistance is felt during the removal of the stent delivery system post-stent deployment, the delivery system and guiding catheter 
must be removed as a single unit.
When removing the delivery system as a single unit:

 ●Do not attempt to retract an unexpanded stent into the guiding catheter while engaged in the coronary arteries. Stent damage or 
dislodgement may occur.
 ●Position the proximal balloon marker just distal to the tip of the guiding catheter.
 ●Advance the guide wire into the coronary anatomy as far distally as safely possible.
 ●Tighten the rotating hemostatic valve to secure the delivery system to the guiding catheter, then remove the guiding catheter and 
delivery system as a single unit.
 ●Failure to follow these steps and/or applying excessive force to the delivery system can potentially result in stent dislodgement or 
damage to the stent and/or delivery system components.
 ●It is necessary to retain guide wire position for subsequent artery/lesion access, leave the guide wire in place and remove all other 
system components.

Post Implant-Precautions
 ●Care must be exercised when crossing a newly deployed stent with a coronary guide wire, IVUS catheter, balloon or delivery 
system to avoid disruption of the stent geometry. 
 ●Through non-clinical testing it has been shown that the Kaname stent is MR conditional (MR safe under specific conditions): By 
testing of magnetically induced displacement force and torque the devices showed a magnetically induced force of 21% of the 
limit and a magnetically induced torque of 3% of the limit;  
static magnetic field of 3 Tesla with a static gradient magnetic field |▽B| ≈6.5 Tesla/meter and a static gradient magnetic field 
product |B| • |▽B| ≈ 14.7 Tesla2/meter. 
According to these test results, entering the MR magnet can be considered safe directly after implantation without safety 
discussion only for static magnetic fields of 3 Tesla and less with a |▽B| < 31 Tesla/meter and |B| • |▽B| < 69 Tesla2/meter (values 
extrapolated).  
Non-clinical testing has not been performed to rule out the possibility of implant migration at static gradient magnetic fields 
stronger than mentioned above. 
In non-clinical testing with a 1.5 Tesla Intera, Philips Medical Systems MR system - implant in lateral “worst-case” phantom 
position, laser indicator at center - the Kaname Stent produced a maximum temperature rise of ≈ 6.5°C in a static human torso 
shaped phantom with a background temperature increase of ≈ 2.6°C at a whole body averaged (WBA) specific absorption rate 
(SAR) software displayed of “< 3.9” W/kg (≈ 3.6 W/kg in a phantom calorimetric test) for 20 min. of MR scanning with transmit/
receive body coil. If possible, exclude the body area from radio frequency (RF) exposure where the stent is implanted. The local 
body SAR shall be < 2.6 W/kg for using the MR body coil. 

In non-clinical testing with a 3 Tesla Magnetom Trio, Siemens Medical Solutions MR system - implant in lateral “worst-case” 
phantom position, laser indicator at center - the Kaname stent produced a maximum temperature rise of ≈ 14.2°C in a static human 
torso shaped phantom with a background temperature increase of ≈ 3.9°C at a whole body averaged (WBA) specific absorption 
rate (SAR) software displayed of “3.7“ W/kg (≈ 3.3 W/kg in a phantom calorimetric test) for 20 min. of MR scanning with transmit/
receive body coil. If possible, exclude the body area from radio frequency (RF) exposure where the stent is implanted. The local 
body SAR shall < 1.8 W/kg for using the MR body coil. 

No other RF heating testing than 1.5 and 3 Tesla only was performed.

From literature: local temperature increases in the torso should be limited to 2°C; thermal lesions can occur from temperature rises 
> 4°C 
Note: the WBA-SAR is inappropriate to scale exact local temperature increases.
Local SAR can deviate and result in much higher values than the WBA-SAR software displayed. Measurement inaccuracies and 
additional safety margins should be taken into account. Before each individual MR procedure, it might be necessary to discuss the 
situation with regard to the patient benefit consulting medical experts and MR physicists.

Gradient magnetic fields: stimulation level of ≈ 74% (3 Tesla Magnetom Trio, Siemens Medical Solutions) and parameter PNS = 41% 
(1.5 Tesla Intera, Philips Medical Systems) were used during RF heating testing from above. Note: dB/dt is not expressed in T/s; 
instead the distance from the stimulation threshold is given in %. No tests have been performed on possible nerve or other tissue 
stimulation possible to be activated by strong gradient magnetic fields and resulting induced voltages. However, due to a compact 
dimension of the stent it can be assumed that induced voltages would result in eddy currents and thus would rather contribute to 
heating of the device.

MR image artifacts can affect the implant surrounding by a distorted stent length of +9.4% in a standard spin echo sequence 
and +17% in a standard gradient echo sequence. The image artifact of the stent diameter can be +210% in a standard spin echo 
sequence and +245% in a standard gradient echo sequence. The Kaname Stent has not been tested in combination with other 
devices
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INDIVIDUALIZATION OF TREATMENT
The risks and benefits of stent should be considered for each patient before use of Kaname  stent. Physicians are responsible for 
assessing patient appropriateness for undergoing stent implantation prior to procedure.

USE IN SPECIAL POPULATIONS
Carefully consider whether the use of the Kaname stent is appropriate in the following patient populations:

 ●Patients with extreme vessel tortuosity that may impair stent placement. 
 ●Patients with lesions located in the unprotected left main coronary artery, ostial lesions or lesions located at bifurcation.
 ●Patients with heavily calcified lesions which can not be sufficiently pre-dilated prior to implantation of the stent.
 ●Patients with definite or probable presence of intraluminal thrombus
 ●Patients with low left ventricular ejection fraction.

OPERATOR’S MANUAL
Inspection Prior to Use

 ●Carefully inspect the stent delivery system package for damage to the sterile barrier. Prior to using the Stent System, carefully 
remove the system from the package and inspect for bends, kinks, and other damage. Verify that the stent is centered on the 
balloon and located between the radiopaque balloon markers.
 ●Do not use if any defects are noted.

Materials Required / Quantity Material.
 ●Appropriate guiding catheter (minimum inner diameter of guiding catheter is 1.42mm (0.056”).
 ●2 – 3 syringes (10 – 20 ml)
 ●1,000 u/500 ml Heparinized Normal Saline (HepNS)
 ●0.36 mm (0.014”) x 175 cm (minimum length) guide wire
 ●Rotating hemostatic valve with appropriate minimum inner diameter [2.44 mm (0.096”)]
 ●Diluted contrast medium 1:1 with heparinized normal saline (HepNS)
 ●Inflation device
 ●Pre-deployment dilatation catheter
 ●Three-way stopcock
 ●Torque device
 ●Guide wire introducer
 ●Appropriate arterial sheath
 ●Appropriate anticoagulation and antiplatelet drugs.

Preparation
Guide wire Lumen Flush
Step Action
1. Carefully remove the stent protector sheath from over the stent which will remove the stylet.
2. Flush the guide wire lumen with HepNS using the flushing needle supplied with Kaname stent system. Insert the flushing needle 

into the tip of the catheter and flush until solution exits the guide wire port.
CAUTION  Avoid manipulating the stent while flushing the guide wire lumen as this may 

dislocate the stent on the balloon.

Delivery System Preparation
Step Action
1. Prepare inflation device/syringe with diluted contrast medium.
2. Attach inflation device/syringe to stopcock; attach to inflation port hub, marked “BAL”.

CAUTION  DO NOT apply negative or positive pressure to balloon at this time.
3. Open stopcock to Stent Delivery System.
4. Leave on neutral.
Delivery Procedure
Step Action 
1. Prepare vascular access site according to standard practice.
2. Predilate lesion with PTCA catheter.
3. Maintain neutral pressure on inflation device. Open rotating hemostatic valve as widely as possible.
4. Backload Delivery System onto proximal portion of guide wire while maintaining guide wire position across target lesion.

CAUTION  Confirm that the guide wire OD does not exceed 0.36mm (0.014”). If a large size 
guide wire has been used, exchange the wire in the standard manner.

5. Advance stent Delivery System over guide wire to target lesion. Utilize radiopaque balloon markers to position stent across 
lesion: perform angiography to confirm stent position.

CAUTION  Take care not to damage the delivery catheter and stent when advancing the delivery 
catheter over the guide wire.

Deployment Procedure
Step Action
1. Before deployment reconfirm the correct position of the stent relative to the target lesion via the catheter markers. Attach the 

inflation device to the three-way stopcock and apply negative pressure to purge the balloon of air.
2. Under fluoroscopic visualization, inflate the balloon to at least 912 kPa (9 atm) for 15-30 seconds to deploy the stent but do not 

exceed the labeled rated burst pressure (see compliance card).
3. Optimal expansion requires the stent to be in full contact with the artery wall, and with the stent internal diameter matching the 

size of the reference vessel diameter
4. Stent wall contact should be verified through routine angiography or intravascular ultrasound.
5. Deflate the balloon by pulling a vacuum with the inflation device. Make sure the balloon is fully deflated before any attempted 

movement of the catheter.
6. Confirm adequate stent expansion by angiographic injection through the guiding catheter.
Removal Procedure
Step Action
1. Ensure balloon is fully deflated.
2. Fully open rotating hemostatic valve.
3. While maintaining guidewire position and negative pressure on inflation device, withdraw Stent Delivery System. Note: 

Should unusual resistance be felt at any time during either lesion access or removal of the stent delivery system before stent 
implantation, the entire system should be removed. See Stent/System Removal – Precautions section for specific stent delivery 
system removal instructions.

4. Tighten rotating hemostatic valve.
5. Repeat angiography to assess stented area. If an adequate expansion has not been obtained, exchange back to the Rapid 

Exchange Delivery Catheter or exchange to another balloon catheter of appropriate balloon diameter to achieve proper stent 
apposition to the vessel wall. 
The Kaname stent should not be expanded to a diameter beyond 0.5 mm of its nominal expansion.

6. Final stent diameter should match reference vessel.
POTENTIAL ADVERSE EVENTS

Adverse events that may be associated with the use of a stent in native coronary arteries include but not limited to:
 ●Abrupt vessel closure 
 ●Acute myocardial infarction 
 ●Allergic reaction to anti-coagulation and/or anti-thrombotic 
therapy, contrast material, or stent and/or delivery system 
materials or any other PCI mandatory medication
 ●Arrhythmias, including ventricular fibrillation and ventricular 
tachycardia
 ●Arteriovenous fistula 
 ●Cardiac tamponade
 ●Cardiogenic shock
 ●Death
 ●Vessel dissection
 ●Fever
 ●Ischemia, myocardial
 ●Myocardial infarction   
 ●Prolonged angina 
 ●Stent compression 
 ●Allergic reaction
 ●Anemia
 ●Arthralgias
 ●Diarrhoea
 ●Hypokalemia
 ●Stent embolization

 ●Stent migration 
 ●Vessel spasm
 ●Vessel perforation
 ●Emboli, distal (air, tissue or thrombotic emboli)
 ●Emergent Coronary Artery Bypass Surgery
 ●Failure to deliver the stent to the intended site
 ●Hemorrhage, requiring transfusion
 ●Hypotension/Hypertension
 ●Infection and pain at insertion site
 ●Hematoma
 ●Pseudonaneurysm, femoral
 ●Restenosis of stented segment
 ●Rupture of native and bypass graft
 ●Stent thrombosis/occlusion
 ●Stroke/cerebrovascular accident
 ●Thrombosis (acute, subacute, or late)
 ●Total occlusion of coronary artery
 ●Interstitial lung disease
 ●Leukopenia
 ●Hypersensitivity, Including anaphylactoid type
 ●Thrombocytopenia
 ●Renal failure
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