
Extra Power . . . Controlled.
Create larger, deeper lesions for 

exceptional outcomes in atrial fl utter

Blazer II XP™
Temperature Ablation Catheter

 Indication for Use: 
The EP Technologies Cardiac Ablation System is indicated for treatment of sustained or recurrent, Type 1 atrial fl utter, clockwise or 
counter clockwise. 

Contraindications: 
Use of the device is contraindicated for patients with active systemic infection. The transseptal approach is contraindicated in patients 
with left atrial thrombus or myxoma, or interatrial baffl e or patch. The retrograde transaortic approach is contraindicated in patients with 
aortic valve replacement. 

Warnings: 
Before operating the device, read these warnings carefully: 
•  Use lower Power First - When fi rst delivering RF energy, begin by using a low power setting (i.e., 50W). If the created lesion is 

unsuccessful or inadequate, incrementally increase the power output with successive ablation attempts to minimize the potential for 
thrombus formation and/or inadvertent damage to cardiac tissues. 

•  Always minimize exposure to ionizing radiation due to fl uoroscopy. Because the long-term effects of exposure to ionizing radiation are 
unknown, careful consideration should therefore be given to pregnant women and pre-pubescent children. 

•  Pacemakers and implantable cardioverter/defi brillators can be adversely affected by RF signals. It is important to: a) Retain temporary 
external sources of pacing available during ablation. b) Reprogram the pacing system temporarily to minimum output or 000 mode to 
minimize risk of inappropriate pacing. c) Exercise extreme caution during ablation when in close proximity to atrial or ventricular 
permanent pacing leads. d) Perform complete pacing system analysis on all patients after ablation. 

• Implanted cardioverter/defi brillators should be deactivated during delivery of RF power. 
•  The Steerable Ablation Catheters are intended for single patient use only. Do not reprocess or reuse. Reuse can cause patient injury 

and/or the communication of infectious disease(s) from one patient to another. 
•  Catheter entrapment within the heart or blood vessels is a possible complication of cardiac ablation procedures. The potential for Cath-

eter entrapment may be increased when the catheter is positioned in the chordae tendinae. The occurrence of this complication may 
necessitate surgical intervention and/or repair of injured tissue. 

•  Patients undergoing AV nodal modifi cation or ablation of septal accessory pathways are at risk for inadvertent AV block. It is advisable 
to use lower initial power in such patients and to monitor anterior conduction closely during RF power delivery. 

•  During a transaortic approach, adequate fl uoroscopic visualization is necessary to avoid placement of the ablation catheter within the 
coronary vasculature. Catheter placement and RF power application within the coronary artery has been associated with myocardial 
infarction and death. 

• In the presence of anticoagulation, there may be an increased risk of bleeding from all causes. 
•  The catheter is supplied sterile in a sealed package. Prior to use, carefully inspect the package for any breach of the sterile seal. Do not 

use if there is damage to either the package or product. 

Precautions: 
Observe these precautions, before using the device: 
• The EP Technologies XP Cardiac Ablation Catheters are intended for use with the Controller and accessories only. 
•  Peri-procedural anticoagulation therapy is recommended for patients undergoing left-sided and transseptal cardiac procedures and 

should be considered for selected patients undergoing right-sided procedures. 
•  The Blazer®II XP Catheter is highly torqueable. Avoid overtorquing. Over-rotating the handle and catheter shaft may cause damage to 

the distal tip or catheter assembly. Do not rotate the handle and catheter shaft more than one and one-half times the full rotation (540 
degrees). If the desired catheter tip position is not achieved, adjust the catheter’s curve to disengage the catheter tip from the heart wall 
before resuming rotation of the handle and catheter shaft. 

•  Careful catheter manipulation must be performed in order to avoid cardiac damage, perforation, or tamponade. Catheter advancement 
should be done under fl uoroscopic guidance. Do not use excessive force to advance or withdraw the catheter when resistance is encountered. 

•  Excessive bending or kinking of the catheter shaft may damage internal wires. Manual prebending of the distal curve can damage the 
steering mechanism and may cause patient injury. 

•  Cardiac ablation procedures should be performed only by physicians thoroughly trained in the techniques of RF Powered Catheter 
Ablation in a fully-equipped electrophysiology laboratory. 

•  The IMPEDANCE Display of the Controller should be continuously monitored during RF power delivery. If a sudden rise in impedance is 
noted, power delivery should be discontinued. The Catheter should be removed and the distal tip of the Catheter cleaned to eliminate 
any coagulum. 

•  Adequate fi ltering must be used to allow continuous monitoring of the surface electrocardiogram (ECG) during radiofrequency power 
applications. 

•  When using XP Catheters, it is required that two Disposable Indifferent Patch Electrode Pads satisfying the requirements of ANSI/AAMI 
Standard HF-18 be used as the ablation return electrodes or skin burns may result. Use of only one DIP electrode will not allow the 
operator to fully access the higher power capabilities of the Controller. 

•  Read and follow the Disposable Indifferent (Dispersive) Patch (DIP) Electrode manufacturer’s instructions for use; the use of DIP 
Electrodes which meet or exceed ANSI/AAMI HF-18 requirements is required. 

•  Placement of the dispersive electrodes on the thigh could be associated with higher impedance, which could result in automatic RF 
power shut-off. 

• During power delivery, the patient should not be allowed to come in contact with grounded metal surfaces. 
•  Apparent low power output or failure of the equipment to function correctly at normal settings may indicate faulty application of the DIP 

electrodes or failure of an electrical lead. Do not increase power before checking for obvious defects or misapplication. 
•  The risk of igniting fl ammable gases or other materials is inherent in the application of RF power. Precautions must be taken to restrict 

fl ammable materials from the ablation site. Electromagnetic interference (EMI) produced by the Controller during the delivery of RF 
power may adversely affect the performance of other equipment. 

• Regularly inspect and test re-usable cables and accessories. 

Adverse Events: 
The following potential risks or discomforts may be associated with cardiac ablation: 
• Death • Stroke, myocardial Infarction • Pulmonary edema • Vessel thrombus • Hematoma/bruising • Infection • Allergic reaction • Skin 
Burns • Cardiac/Respiratory Arrest • Pericarditis • Pseudoaneurysm • Vascular or heart damage • Perforation or tamponade • Endocarditis 
• Abnormal heart rhythms • Heart valve damage • Radiation exposure (from X-rays) • Catheter entrapment • AV/SA Node damage that 
may result in transient or permanent heart block that may or may not require a pacemaker. • Bleeding • Chest Discomfort • Haemoptysis • 
Phrenic nerve damage • Vasovagal reaction • Hypotension • Aspiration • Pericardial/pleural effusion 

Caution: Federal law (USA) restricts these devices to sale by or on the order of a physician. 
See the appropriate technical manuals for detailed  information regarding instructions for use, 
indications, contraindications, warnings and precautions, and potential adverse events.

1SSE Clinical Data on fi le. Boston Scientifi c Corporation.
2Otomo K, Yamanashi WS, Tondo C, et al. Why a large tip electrode makes a deeper radiofrequency lesion: effects of increase in electrode 
cooling and electrode-tissue interface area. J Cardiovasc Electrophysiol. 1998;9:47-54.
3Feld G, Wharton M, Plumb V, et al. Radiofrequency catheter ablation of type 1 atrial fl utter using large tip 8- or 10-mm electrode catheters 
and a high-output radiofrequency energy generator. J Am Coll Cardiol. 2004;43:1466-72.
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Proven BlazerTM Catheter Performance

•  Familiar handle for comfortable, one-hand operation

•  Accurate tip placement through bi-directional steering

•  Predictable control for consistent performance

Blazer II XP™Catheter for atrial flutter−why use anything else?

Available in a Range of Tip Sizes

•   8 mm and 10 mm tip electrodes

•   8 mm contour tip is designed to improve 
tissue contact and stability

Maestro 3000™ System

Exceptional Clinical Results

•   94% acute (n=250) and 96% chronic (n=151) success in treating type I atrial fl utter1 

in a large, multicenter trial

• Exceptional safety profi le1

•   Longer tips are proven to complete bi-directional block with:
 •  Fewer RF applications2

 •  Shorter procedure time2

 •   Less radiation exposure time2

•  Multicenter clinical trial quality-of-life data show:
 •  Marked improvement in daily activity1

 •  Signifi cant reduction in the severity and frequency of symptoms1

 •   Reduced need for medication1

Exceptional Capabilities

•  Up to 100W RF energy
 •   >70W were required in 85% of the procedures during the atrial fl utter 

clinical trial3

•   Stable, reliable PID control algorithm

Exceptional Ease-of-Use

The Blazer II XP Catheter, powered by the new Maestro 3000 System,
gives you the best features of the EPT-1000XP™ System with new 
capabilities that expand ease-of-use and enhance clinical utility

  •   Simple, time-proven temperature control operation

  •   None of the added inconvenience of irrigated ablation 
(pumps, fl uid management, tubing, etc.)

See back page for references.
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¨

II XP Catheter is highly torqueable. Avoid overtorquing. Over-rotating the handle and catheter shaft may cause damage to 

the distal tip or catheter assembly. Do not rotate the handle and catheter shaft more than one and one-half times the full rota tion (540 

degrees). If the desired catheter tip position is not achieved, adjust the catheterÕs curve to disengage the catheter tip from t h e  h e a r t  w a l l  

before resuming rotation of the handle and catheter shaft. 

¥  Careful catheter manipulation must be performed in order to avoid cardiac damage, perforation, or tamponade. Catheter advanceme nt 

should be done under ß  uoroscopic guidance. Do not use excessive force to advance or withdraw the catheter when resistance is encountered. 

¥  Excessive bending or kinking of the catheter shaft may damage internal wires. Manual prebending of the distal curve can damage the 

steering mechanism and may cause patient injury. 

¥  Cardiac ablation procedures should be performed only by physicians thoroughly trained in the techniques of RF Powered Catheter 
Ablation in a fully-equipped electrophysiology laboratory. 

¥  The IMPEDANCE Display of the Controller should be continuously monitored during RF power delivery. If a sudden rise in impedanc e is 

noted, power delivery should be discontinued. The Catheter should be removed and the distal tip of the Catheter cleaned to elim inate 

any coagulum. 

¥  Adequate Þ  ltering must be used to allow continuous monitoring of the surface electrocardiogram (ECG) during radiofrequency power 

applications. 

¥  When using XP Catheters, it is required that two Disposable Indifferent Patch Electrode Pads satisfying the requirements of ANS I/AAMI 

S t a n d a r d  H F - 1 8  b e  u s e d  a s  t h e  a b l a t i o n  r e t u r n  e l e c t r o d e s  o r  s k i n  b u r n s  m a y  r e s u l t .  U s e  o f  o n l y  o n e  D I P  e l e c t r o d e  w i l l  n o t  a l l o w  t h e  

o p e r a t o r  t o  f u l l y  a c c e s s  t h e  h i g h e r  p o w e r  c a p a b i l i t i e s  o f  t h e  C o n t r o l l e r .  

¥  R e a d  a n d  f o l l o w  t h e  D i s p o s a b l e  I n d i f f e r e n t  ( D i s p e r s i v e )  P a t c h  ( D I P )  E l e c t r o d e  m a n u f a c t u r e r Õ s  i n s t r u c t i o n s  f o r  u s e ;  t h e  u s e  o f  D I P  

E l e c t r o d e s  w h i c h  m e e t  o r  e x c e e d  A N S I / A A M I  H F - 1 8  r e q u i r e m e n t s  i s  r e q u i r e d .  

¥  Placement of the dispersive electrodes on the thigh could be associated with higher impedance, which could result in automatic RF 

power shut-off. 

¥ During power delivery, the patient should not be allowed to come in contact with grounded metal surfaces. 
¥  Apparent low power output or failure of the equipment to function correctly at normal settings may indicate faulty application of the DIP 

electrodes or failure of an electrical lead. Do not increase power before checking for obvious defects or misapplication. 

¥  The risk of igniting ß  ammable gases or other materials is inherent in the application of RF power. Precautions must be taken to restrict 

ß  ammable materials from the ablation site. Electromagnetic interference (EMI) produced by the Controller during the delivery of  RF 

power may adversely affect the performance of other equipment. 

¥ Regularly inspect and test re-usable cables and accessories. 
Adverse Events: 

The following potential risks or discomforts may be associated with cardiac ablation: 
¥ Death ¥ Stroke, myocardial Infarction ¥ Pulmonary edema ¥ Vessel thrombus ¥ Hematoma/bruising ¥ Infection ¥ Allergic reaction  ¥ Skin 

Burns ¥ Cardiac/Respiratory Arrest ¥ Pericarditis ¥ Pseudoaneurysm ¥ Vascular or heart damage ¥ Perforation or tamponade ¥ Endo carditis 

¥ Abnormal heart rhythms ¥ Heart valve damage ¥ Radiation exposure (from X-rays) ¥ Catheter entrapment ¥ AV/SA Node damage that  

may result in transient or permanent heart block that may or may not require a pacemaker. ¥ Bleeding ¥ Chest Discomfort ¥ Haemo ptysis ¥ 

Phrenic nerve damage ¥ Vasovagal reaction ¥ Hypotension ¥ Aspiration ¥ Pericardial/pleural effusion 

Caution: Federal law (USA) restricts these devices to sale by or on the order of a physician. 
See the appropriate technical manuals for detailed  information regarding instructions for use, 

indications, contraindications, warnings and precautions, and potential adverse events.
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