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efer to the package and product labels to see which symbols apply to this product and for product-specific
information  such as the date of manufacture  manufactured-in location  and use-by date. 

Medical device 

Sterili ed using ethylene o ide 

Single sterile barrier system 

o not reuse 

o not resterili e 

eep dry 

o not use if package is damaged 

Use-by date 

ackage contents 

onsult instructions for use 

onsult instructions for use at this website 

or Australia/ ew ealand audiences only 

ot number 

atalog number 

Model number 

Authori ed epresentative in the uropean ommunity 

Manufacturer 

ate of manufacture 

Manufactured in 

onformit urop enne uropean onformity . This symbol means that the device fully 
complies with applicable uropean Union acts. 

mporter 

atheter e tension cable 

 



roduct documentation 

aution: ederal law USA  restricts this device to sale by or on the order of a physician. 

 



 

 

 

 

 

 
The Medtronic catheter e tension cable A -  is designed to connect a compatible catheter to the 

e aMap™ catheter interface unit  U  and Affera™ ablation system. 

 atheter e tension cable 

ircular 2-pole connector to Affera e uipment  
2 blong edge card connector to compatible catheter  

 
The catheter e tension cable is supplied sterile. The package contains the following items: 

 model A -  catheter e tension cable 
roduct documentation 

 
efer to the instructions for use accompanying the compatible electrophysiology catheter for the specific

indications for use. 

 
There are no known contraindications for the use of this cable. efer to contraindications of the compatible 
electrophysiology catheter. 

 
The intended users are physicians and nurses/  technicians trained in interventional cardiac 
electrophysiology . 

 
efer to the instructions for use accompanying the compatible electrophysiology catheter for the intended

patient population. 

 
arefully read all instructions for use of the Affera ablation system  Affera mapping system  and 

compatible catheter before use. bserve all contraindications  warnings  and precautions noted in the 
directions. ailure to do so may result in patient complications. eview any applicable product information 
with the patient  including known risks and contraindications. 

isually inspect all sterile-barrier packaging before use. f the device is damaged or if the integrity of the 
sterile barrier has been compromised  do not use the product. ontact your Medtronic representative for 
return information. 

osition connecting cables to avoid contact with the patient and other electrical leads 
 There is no special handling  including no special storage or transport conditions  re uired for this device. 

Standard storage conditions are sufficient to safeguard the device. Store the device in the original
packaging at room temperature in a dry place. 

 The catheter e tension cable is packaged and sterili ed for single patient use only. o not reuse  
reprocess  or resterili e the device. The device has not been ualified for reuse  reprocessing  or 
resterili ation. euse  reprocessing  or resterili ation can cause patient infection and compromise device 
performance and functionality. 

 The catheter e tension cable is sterili ed with ethylene o ide  gas. The pouch contents are sterile 
unless the package has been damaged or opened. 

 The catheter e tension cable must be used by the Use-by date printed on the package label. The product
and package have been tested to demonstrate sterility and performance if used before the Use-by date
printed on the package label. o not use the cable after the Use-by date. 

 The catheter e tension cable is intended for use only with compatible Medtronic devices and e uipment. 
ardiac mapping and ablation procedures are to be performed only by physicians trained in

electrophysiology procedures in a fully e uipped electrophysiology laboratory. 
o not submerge the cable connectors in any li uid. f the cable connector is wet  do not use the cable. 
o not e pose the device to organic solvents such as alcohol. 

 f you find information in this manual that is incorrect or illegible  contact your Medtronic representative or 
your local competent medical authority. 

 



 

 

 

 
   

        
       

 

 f a serious incident related to the device occurs  immediately report the incident to Medtronic and the
applicable competent authority or regulatory body. 

 
efer to the instructions for use of the compatible electrophysiology catheter for potential complications and

adverse events associated with cardiac mapping and ablation procedures. 

 
n the catheter e tension cable   the circular 2-pole connector is intended for connection to 

compatible Affera e uipment. To connect  align the key and press the connector into the receptacle. To 
remove  rotate the outer ring counterclockwise to release the locking mechanism and pull the connector from
the receptacle. 
The oblong edge card connector is intended for connection to the compatible catheter. roperly orient the
connector and press into the catheter handle until the locking mechanism clicks into place. To remove  press 
the thumb activated release button and pull the connector from the catheter handle. 

efer to the instructions for use or user manual of the compatible catheter and e uipment to verify 
connectivity before use. 

 
ispose of the device and its packaging in accordance with applicable local laws and regulations. 

 
Use only with the following devices. 

  

Sphere- ™ catheter A -  
Affera mapping system A -  

e a en™  generator A -  
e a ulse™  generator A -  

 
The following table provides the product s physical and performance characteristics. 

ength 
nvironmental conditions 

Sterili ation 

2 m 
Store in a cool and dry place. efer to the  

 for the operating environmental parameters of the 
system. 
Single use  sterile device  ethylene o ide 

 
The following imited arranty applies to customers within the United States only: 
A. This imited arranty provides the following assurance to the purchaser of a Medtronic accessory  
hereafter referred to as roduct : 

 Should the roduct fail to function within normal tolerances due to a defect in materials or workmanship 
on or before its Use y  or Use efore  date  Medtronic will at its option: a  issue a credit to the purchaser 
e ual to the urchase rice  as defined in Subsection A 2  against the purchase of the replacement product 
or b  provide a functionally comparable replacement product at no charge. 
2  As used herein urchase rice shall mean the lesser of the net invoiced price of the original  or current 

functionally comparable  or replacement product. 
. To ualify for this imited arranty  these conditions must be met: 

 The roduct must be used on or before its Use y  or Use efore  date. 
2  The roduct must be returned to Medtronic within  days and shall be the property of Medtronic. 

 The roduct must not have been used for any other patient. 
 The roduct must be used in accordance with the labeling and not altered or sub ected to misuse  abuse  

accident  or improper handling. 
. This imited arranty is limited to its e press terms. n particular: 

 cept as e pressly provided by this imited arranty  M T  S T S S   A  
T  TA   S U T A AMA S AS   A  T  A U   

MA  U T   T roduct  T  T  A M S AS   A A T  T A T T T  
 T  S . 

 



 
      
     

        
     

    

 

 
  

 

2  This imited arranty is made only to the purchaser of the roduct. AS T  A  T S  M T  
MA S  A A T  SS  M  U  UT T  M T  T  A  M  

A A T  M  A TA  T   T SS  A A T U A U S  T  A  S  
M STATUT  MM  A  UST M   T  S .  SS  M  A A T  

T  T AT T S A  T   T   S   A  A . T S  M T  
A A T  S A   T  US  M  A A A  T  A  S . 
 The e clusions and limitations set out above are not intended to  and should not be construed so as to  

contravene mandatory provisions of applicable law. f any part or term of this imited arranty is held to be 
illegal  unenforceable  or in conflict with applicable law by a court of competent urisdiction  the validity of the 
remaining portions of the imited arranty shall not be affected  and all rights and obligations shall be
construed and enforced as if this imited arranty did not contain the particular part or term held to be invalid. 
This imited arranty gives the purchaser specific legal rights. The purchaser may also have other rights
which vary from state to state. 

 o person has any authority to bind Medtronic to any representation condition  or warranty e cept this
imited arranty. This imited arranty is provided by Medtronic  nc.   Medtronic arkway  Minneapolis  

M  2- . t applies only in the United States. Areas outside the United States should contact their
local Medtronic representative for e act terms of the imited arranty. 

 

Medtronic accessories are used in the e tremely hostile environment of the human body. These roducts 
may be easily damaged by improper handling or use due to their unavoidably fragile character  which is 
dictated by the unusual re uirements of their application. onse uently  no representation or warranty is 
made that failure or cessation of function of the roduct will not occur  or that the body will not react adversely 
to the roduct  or that medical complications will not follow. 
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Sphere- ™ A -  
atheter 

nstructions for Use 

 ederal law USA  restricts this device to sale by or on the order of a 
physician. 



 Medtronic and Medtronic logo are trademarks of Medtronic. ™* Third-party brands are trademarks 
of their respective owners. All other brands are trademarks of a Medtronic company. 

This product may be protected by US patents listed at: www.medtronic.com/patents. 
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efer to the package and product labels to see which symbols apply to this product
and for product-specific information  such as the date of manufacture  
manufactured-in location  and use-by date. 

Medical device 

Sterili ed using ethylene o ide 

Single sterile barrier system 

Model number 

iameter 

o not reuse 

o not resterili e 

o not use if package is damaged 

Use-by date 

onsult instructions for use 

onsult instructions for use at this website 

or Australia/ ew ealand audiences only 

ot number 

atalog number 

ate of manufacture 

Manufacturer 

Authori ed epresentative in the uropean ommunity 

eep dry 

aution: ederal law USA  restricts this device to sale by or on 
the order of a physician. 

onformit urop enne uropean onformity . This symbol
means that the device fully complies with applicable uropean 
Union acts. 

mporter 

ackage contents 

Manufactured in 

atheter 

roduct documentation 

 
The Sphere-  catheter A -  is a steerable  irrigated  multi-electrode 
catheter with a bidirectional deflecting tip intended for intracardiac mapping and
ablation. 

 Sphere- atheter 

atheter shaft length:  cm 
2 atheter diameter: 2.  mm  r  

pandable ablation electrode diameter e pandable to .  mm in the cardiac 
chamber  

The e pandable ablation electrode fits a 2.  mm  r  straight introducer sheath or 
a 2.  mm .  r  curved or deflectable sheath  and e pands to a .  mm diameter in 
the cardiac chamber. 
The catheter is supplied with an insertion tool that must be used to aid in collapsing
the e pandable ablation electrode for insertion into an introducer or guiding sheath. 
The e pandable ablation electrode electrode  contains  mini surface electrodes 
mounted on its surface with roughly  mm spacing to collect local electrograms and 
monitor local impedance. The mini surface electrodes also contain sensors for 
monitoring local temperature. 

 



atheter electrodes 

pandable ablation electrode   pro imal mini surface electrodes 
2 Tip mini surface electrode t p  - p  

 distal mini surface electrodes d  - ing electrode  
d  ing electrode  

A reference electrode not shown  referred to as electrode c  is mounted in the 
center of the sphere to provide an electrogram reference. 
The shaft contains two 2.  mm r  ring electrodes electrodes  and  mounted 
pro imal to the e pandable ablation electrode with 2 mm center-to-center spacing. 

 
The Sphere-  catheter is supplied sterile. The package contains the following items: 

 Sphere-  catheter with insertion tool 
roduct documentation 

 
The tor ue response of the catheter shaft provides the ability to steer the electrodes
to any desired location within the heart. The handle provides steering wings to deflect
the tip with the thumb and forefinger. Asymmetrical curves are provided. 

ith the friction control knob facing away from the palm  pulling the steering wings
with the right thumb creates a small  curve  while pushing the steering wings with
the right thumb creates a large  curve. 

atheter curves 

 curve ulling steering wings with right 
2  curve thumb creates the smaller  curve 

ushing steering wings with right
thumb creates the larger  curve 

The friction control knob allows ad ustable friction on the deflection mechanism to 
retain deflection as desired. otate the knob clockwise to increase friction. 

riction control knob 

The handle also provides navigation control buttons which allow remote control of the
compatible Affera™ mapping system navigation screen and features. 

atheter handle navigation 

The catheter is used in con unction with a compatible Affera ablation system and
appropriate return electrode pads for ablation. All catheter electrodes may be used
for recording or stimulation. 
A compatible e a low™ irrigation pump and tubing set are used to provide a flow 
of heparini ed saline through the irrigation lumen via a standard luer connector. The 
flow provides irrigation to the ablation site from a no le mounted within the 
e pandable ablation electrode. 
The catheter is fitted with electromagnetic location sensors to enable visuali ation of 
the catheter tip and deflected curve on the compatible mapping system. The catheter
connects to the system via the compatible catheter e tension cable. 
The mini surface electrode temperature sensors are used by the compatible ablation
generator to display local temperature. efer to the  

 for temperature range and accuracy specifications. 

 
The Sphere-  catheter is indicated for use in cardiac electrophysiological mapping 
stimulation and electrogram recording  and for treatment of drug refractory  

recurrent  symptomatic persistent atrial fibrillation episode duration less than  year  
and radiofre uency ablation of cavotricuspid isthmus dependent atrial flutter when
used with the Affera mapping system. 

 
o not use this device under the following circumstances: 
 n patients with an active systemic infection. 
 n patients who have had cardiac surgery in the preceding eight weeks  as the 

risk of perforation may increase. 
 n patients with intracardiac thrombus or my oma  as the catheter may 

precipitate an embolus. 

 



 
 

 

 

 

 n coronary vessels with diameter smaller than the e pandable ablation
electrode  as the catheter may damage the coronary vessels. 

 n patients with prosthetic valves  as the catheter may damage the prosthesis. 
 Using the transaortic retrograde approach in patients who have had aortic valve

replacement. 
 Using the transseptal approach in patients with an interatrial baffle or patch  as 

the opening could persist and result in an iatrogenic atrial shunt. 

 
The intended users are physicians and nurses/  technicians trained in 
interventional cardiac electrophysiology . 

 
The intended patient population is adult patients patients  years or older  
undergoing cardiac mapping and ablation procedures. 

 
 The Sphere-  catheter is intended for single patient use only. o not reuse  

reprocess  or resterili e the device. euse  reprocessing  or resterili ation of 
single use devices can cause patient infection and compromise catheter
functionality. 

 ailure to carefully read all instructions before use  and observe all 
contraindications  warnings  and precautions provided in these instructions may 
result in complications. eview any applicable product information with the 
patient  including known risks and contraindications. 

 The catheter is sterili ed with ethylene o ide gas and must be used by the
Use-by date printed on the package label. o not use the catheter after the 
Use-by date. 

o not attempt to insert the catheter into a sheath without using the insertion tool
and following the directions for use provided  as damage to the e pandable
ablation electrode assembly and/or air embolism may occur. 

 Always place the steering wings in the central position to straighten the catheter
tip before insertion or withdrawal of the catheter. 

o not use e cessive force to advance or withdraw the catheter when resistance 
is encountered. atheter manipulation should be performed under appropriate
imaging guidance e.g.  intracardiac echocardiography and/or fluoroscopy  in 
order to avoid cardiac tissue damage  perforation  or tamponade  especially
when used in combination with a long sheath. 

 t is recommended to verify compatibility between the sheath and catheter before
placing them in the body. The catheter is not compatible with straight sheaths
less than 2.  mm  r  in diameter  or fi ed curve or deflectable sheaths less than 
2.  mm .  r  in diameter. 

 The e pandable ablation electrode assembly e pands when deployed. To 
reduce the possibility of tissue damage  retract the e pandable ablation
electrode assembly into the introducer or guiding sheath before attempting to
move the catheter into or out of a chamber or introduction site. 

 The use of conventional locali ation means  such as imaging guidance and
electrogram data  to monitor catheter location during manipulation is critical to
minimi ing the risk of tissue in ury. o not rely solely on the electromagnetic 
navigation system display. 

 The use of heparin is referenced throughout this document with the assumption
that when the use of heparin is contraindicated  an acceptable alternative will
need to be substituted per institutional guidelines. 

 Always maintain a constant infusion of heparini ed saline to prevent the
formation of coagulation within the lumen of the catheter. urge air from the
irrigation tubing and catheter lumen before inserting the catheter into the patient.

o not purge while the catheter is in the body. 
 ntravenous heparin must be used to reduce the likelihood of thromboemboli

developing during the procedure. Anticoagulation treatment should adhere to 
consensus guidelines  including pre- and post-procedure anticoagulation
management and administering intravenous heparin during the procedure.
Achieve and maintain a minimum active clotting time A T  of at least  s prior
to catheter insertion and throughout the procedure. Monitor the A T regularly 
during the procedure. 

 nspect the irrigation supply and tubing for air bubbles before connecting to the
catheter. Air bubbles in the irrigation supply may become emboli. 

 Monitor the patient s fluid intake to avoid fluid volume overload. atients with 
congestive heart failure or renal insufficiency and the elderly are susceptible to
complications. dentify the patient s risk of volume overload before the start of the 
procedure. 

 Avoid steering the Sphere-  catheter in close pro imity to other catheters to
reduce the possibility of the catheters becoming entangled. o not use catheters 
with a tip smaller than 2 mm in diameter in the same chamber as the Sphere-  
catheter. 

 mplanted pacemakers and cardioverters/defibrillators s  can be adversely 
affected by energy delivery. Temporary e ternal sources of pacing and
defibrillation must be made available during ablation procedures. t is advised to 
temporarily reprogram the pacing system to  mode or minimum output and
to deactivate cardioverter/defibrillators during the ablation procedure to
minimi e the risk of inappropriate pacing or shock. t is important to perform a
complete implantable device analysis on all patients after ablation.

ercise e treme caution when manipulating the catheter in close pro imity to
pacing and defibrillation leads to avoid damage or displacement of leads. 

o not deliver energy near other intracardiac devices or when in contact with
other cardiac catheters or pacing and defibrillation leads to avoid possible
thrombus or inappropriate treatment location. 

arefully observe the recommended settings in the instructions for use to reduce
the risk of delivering e cessive energy and causing e cessive heating or 
collateral damage. cessive ablation duration may also lead to e cessive 
heating or collateral damage. 

ontinuously monitor the patient and patient vital signs during the procedure. 
oagulum formation may not be accompanied by an increase in system

impedance. Adherence to A T goals throughout the procedure is important. f 
thrombus/coagulum are noted through imaging modalities  for e ample  the 
catheter should be removed and inspected. 

ardiac ablation may induce intentional or unintentional life-threatening cardiac
arrhythmias. efibrillation e uipment must be available for immediate use in the
case of a life-threatening arrhythmia. 

 The long-term effects of e posure to ioni ing radiation have not been 
established. Therefore  careful consideration should be given to pregnant 
patients. Minimi e -ray e posure during the procedure  as significant -ray 
e posure could result in acute radiation in ury as well as increased risk for
somatic and genetic effects to both patients and laboratory staff. 

ardiac ablation procedures are to be performed only by physicians trained in
electrophysiology procedures in a fully e uipped electrophysiology laboratory. 

 To reduce the risk of shock to the patient  connect the catheter to the system via 
the e tension cable before inserting the catheter into the body. 

 f energy delivery is interrupted due to a sudden temperature or impedance rise  
the catheter should be removed and inspected. 

 



 

 

 

o not scrub or twist the e pandable ablation electrode. 
isually inspect all sterile-barrier packaging before use. f the device is damaged

or the integrity of the sterile barrier has been compromised do not use the 
product. ontact your Medtronic representative for return information. 

o not immerse the catheter handle or cable connector in fluids. 
o not e pose the device to organic solvents such as alcohol. 

The Sphere- catheter is used in con unction with a compatible ablation
generator capable of delivering significant electrical power. atient or operator 
in ury can result from improper catheter handling and return electrode
placement. uring energy delivery  ensure that the patient does not come into
contact with grounded metal surfaces. 

are should be taken when ablating near sensitive structures such as the
sino-atrial and atrioventricular nodes or in locations near ad acent anatomical 
structures susceptible to collateral damage. Take precautions to avoid collateral
damage including pacing to identify the location of the phrenic nerve and using
only  energy near the phrenic nerve or esophagus along the posterior wall of 
the left atrium . 

 ablation in areas ad acent to coronary arteries may lead to coronary artery 
spasm 

 f high catheter impedance or low power delivery is e perienced during energy 
delivery  or if another failure of the ablation system occurs at normal settings  
check for faults and verify the proper application and function of the return
electrode pads and other electrical cables before continuing power delivery. 
The Sphere-  catheter has not been evaluated for safety and compatibility in the
magnetic resonance M  environment. The safety of the catheter in the M  
environment is unknown such as any heating  migration  or image artifact . 
Scanning a patient during the use of this device may result in patient in ury. 

 lammable gas for anesthesia or other flammable materials must be restricted
from the electrosurgical suite to reduce the inherent risk of ignition in
electrosurgery. 

lectromagnetic interference M  may be emitted from the device when used 
in con unction with an ablation generator during normal operation and may
adversely affect the performance of other e uipment. 

lace surface electrodes and probes for monitoring and stimulation devices as
far as possible from the ablation site and from the return electrode pads. 

 catheter ablation in the coronary artery has been associated with myocardial
infarction. 
The Sphere-  catheter is designed for use only with compatible devices. o not 
use the catheter with devices other than those listed in the device compatibility
table in the . 
Manual bending or shaping of the deflectable tip section of the device may cause
damage to the internal components or compromise catheter performance and
must be avoided. 

atheter entrapment within the heart is a possible complication of cardiac
ablation procedures that could necessitate surgical intervention. There is an
increased potential for catheter entrapment when the catheter is positioned in
the chordae tendineae. 

hen using a deflectable guiding sheath  the sheath must be straight before
advancing the catheter through the sheath or retracting the catheter back into the
sheath. 
There is no special handling  including no special storage or transport 
conditions re uired for this device. Standard storage conditions are sufficient to
safeguard the device. Store the device in the original packaging at room
temperature in a dry place. 

 f a serious incident related to the device occurs  immediately report the incident
to Medtronic and the applicable competent authority or regulatory body. 

recautions should be taken before administering anticoagulant agents  
antiplatelet agents  or contrast media in patients with known hypersensitivity to 
these agents. 

 
otential adverse events associated with catheter ablation and mapping procedures

include  but are not limited to  the following conditions: 

Access site complications e.g. ypotension
hematoma  laceration  arterio-venous 
fistula  
Allergic reaction including anaphyla is  ypo ia 
Anemia ncreased creatine phosphokinase

 level 
Anesthesia complications nfection 
Arrhythmia worsening or outside of di- Myocardial infarction 
agnosis  or life-threatening  
Atrioesophageal fistula Muscle pain / soreness 
Asymptomatic cerebral ischemia erforation 

leeding ericardial effusion 
radycardia ericarditis 
ronchial in ury eripheral nerve in ury 
ardiac perforation / tamponade hrenic nerve palsy / paralysis 
ardiac or respiratory arrest leural effusion 
atheter entrapment neumonia 
erebrovascular accident A  / stroke neumothora  
hest pain seudoaneurysm 
onduction system in ury ulmonary edema 
oronary artery spasm / occlusion / ulmonary hypertension 

stenosis 
amage / dislodgement to or im- ulmonary vein stenosis 

plantable pacemaker 
eath adiation in ury 
eep vein thrombosis enal failure 
mbolism espiratory insufficiency 
ndocarditis Skin burn  irritation or rash 
sophageal ulceration / erythema Stiff left atrial syndrome 
luid volume overload Transient ischemic attack 
astric hypomotility agal nerve in ury 
eart failure alve damage 
emoptysis asovagal reactions 
ematoma essel dissection 
emothora  

 
nformation regarding clinical studies that are applicable to Sphere-  are available on 

the Medtronic Manual ibrary website: 
. oint your browser to www.medtronic.com/manuals. 

2. Select the geography and language  and then search by product name for 
Sphere- . The catheter technical manual and any applicable studies are listed.
f you do not have web access  you can order printed copies of the clinical study 

 

www.medtronic.com/manuals


 
 

 

 

  

 

summaries from your Medtronic representative or by calling the toll-free
number located on the back cover. 

 
 

The Sphere-  catheter must be connected to the appropriate input connector of the
catheter interface unit  U  of the compatible Affera mapping system using the 
compatible catheter e tension cable. The compatible Affera ablation system is
connected to the catheter through the  U. 
To complete the ablation circuit  return electrode pads are placed on the patient s 
skin. erify that the ablation circuit impedance displayed by the compatible Affera
ablation system is less than   and the catheter temperature sensors are reading 
near   before starting ablation. 

Achieve and maintain a minimum active clotting time A T  of at least  s 
prior to catheter insertion and throughout the procedure. Monitor the A T regularly 
during the procedure. 
rrigation is intended to be provided by the compatible irrigation pump and tubing set  

connected to the luer connector mounted on the catheter handle. A minimum of 
 m /min of heparini ed saline must be continuously infused to reduce the risk of

coagulation during use. igher flow rates are re uired during  ablation and are 
outlined in this section. 

efer to the  for system operating instructions. 
 

efore introducing the catheter into the patient  test the deflection mechanism 
on the handle to ensure it is operational. 

. reate a vascular access in a large central vessel using standard aseptic
techni ues  and place a compatible sheath.

erify compatibility of the sheath to be used before inserting into the
patient. Use only 2.  mm  r  or larger straight sheaths or 2.  mm .  r  or 
larger curved or deflectable sheaths to prevent damage to the e pandable
ablation electrode during insertion. 

2. nce the sheath is inserted into the vasculature and the dilator is removed  
aspirate with a syringe on the sheath side port before flushing or infusion. 

. f using a deflectable sheath  ensure that the sheath deflection is ad usted 
straight no deflection  before introducing the catheter. 

. emove the catheter from the sterile packaging. 

. onnect the catheter to the Affera mapping and ablation system using the
catheter e tension cable. 

. ill the tubing set with heparini ed saline by pressing and holding the purge 
button on the irrigation pump.

hen the purge button is pressed  the air bubble detector is 
disabled. o not purge while the catheter is in the body. 

. isually inspect the tubing set to verify there are no air bubbles between the drip
chamber and the luer connector before connecting to the catheter. 

. onnect the tubing set directly to the luer fitting of the catheter. o not use a 
stopcock.

. erify that there are no leaks from the tubing connections or the handle and that
irrigation solution is flowing from the catheter tip. 

. Advance the insertion tool so it is near the distal tip. 

. Submerge the e pandable ablation electrode into a bowl of heparini ed saline. 
2. nitiate the catheter preparation se uence on the irrigation pump. 

. eep the e pandable ablation electrode submerged until the catheter
preparation se uence completes. 

. To dislodge any trapped air  tap the distal catheter shaft while keeping the entire 
e pandable ablation electrode submerged. 

. Advance the insertion tool distally to collapse the e pandable ablation
electrode while keeping the e pandable ablation electrode fully submerged. 

. To avoid air ingress  ad ust the handle of the sheath such that the level of the 
hemostasis valve is below the level of the patient s heart. 

. Stop flow to the sheath side port. 

. arefully lift the insertion tool out of the bowl of heparini ed saline. 

. erify that heparini ed saline is flowing. 
2 . nsuring the insertion tool remains filled with heparini ed saline and that the 

hemostasis valve remains below the level of the patient s heart  push the
insertion tool through the hemostasis valve of the sheath. 

2 . Advance the e pandable ablation electrode into the sheath ust past the
hemostasis valve. 

22. nce the e pandable ablation electrode has passed the hemostasis valve  
retract the insertion tool from the hemostasis valve by sliding it pro imally along
the catheter shaft to the catheter handle. 

2 . ift and ad ust the sheath handle so that the side port is pointed up  so that any 
trapped air is easily aspirated through the side port. 

2 . Aspirate through the sheath side port while tapping on the sheath to dislodge
any trapped air. 

2 . Apply positive pressure to the sheath with a pressure bag or a syringe
connected to the sheath side port  and slowly advance the catheter until the 
e pandable ablation electrode is fully e panded in the cardiac chamber. 

2 . estore flow to the side port  and maintain a continuous infusion of heparini ed 
saline through the sheath side port throughout the entire procedure. 

2 . nsure a minimum flow of  m /min heparini ed saline through the catheter 
throughout the entire procedure. 

 

. nce deployed from the sheath with at least  cm of the shaft e tending  the 
catheter tip can be deflected by pressing the steering wings with the thumb and
forefinger. The friction knob can be tightened to maintain deflection. 

2. Use both imaging guidance e.g.  fluoroscopy or intracardiac 
echocardiography  and electrograms to aid in proper positioning. 

. The navigation control buttons on the catheter handle provide functionality on
the compatible Affera mapping system. efer to the  

 for more information. 
 

t is recommended that  and  energy be used as follows for atrial ablation: 
nly  energy should be delivered on or near the posterior wall of the left atrium. 
nly  energy should be delivered around the antrum of the left inferior  

. 
nly  energy should be used when ablating near a location where pacing

captures the phrenic nerve.
 ablation in areas ad acent to coronary arteries may lead to 

coronary artery spasm.
o not deliver energy near other intracardiac devices or when in

contact with other cardiac catheters or pacing and defibrillation leads to avoid
possible thrombus or inappropriate treatment location. 

 



 

 

 

 
 

  

 

 

The Sphere-  catheter should not be used to intentionally create 
reversible  lesions. 

The following Affera ablation system settings are recommended. 

     

 -A T  -
 

 s    m /min 

 -M T A   s    m /min
   

 

U S   s   m /min 

The  -M T A  ablation setting is recommended only for endocardial ablation
along the mitral isthmus between the left inferior pulmonary vein and the mitral valve.
The  -A T  setting is recommended for all other  ablation. 

Application of high  energy settings e.g.  long duration  high level  or 
high temperature  may increase the likelihood of e cessive tissue heating and 
collateral damage. 

 catheter ablation in the coronary artery has been associated with
myocardial infarction. 

epeated  energy delivery in nearby locations may also increase the 
likelihood of e cessive tissue heating and collateral damage. 

Use a luminal esophageal temperature probe to monitor esophagus
temperature when delivering  energy near the esophagus. 

Use pacing maneuvers to identify the location of the phrenic nerve before
ablating near the right superior pulmonary vein  the superior vena cava  or the left 
atrial appendage. 

. nsure stable ablation electrode positioning before starting energy delivery. 
2. nsure the irrigation flow rate is automatically increased by the Affera ablation

system to an appropriate high flow rate before energy delivery. 
. Monitor the temperature and impedance displays on the Affera ablation

system. Stop energy application if temperature or impedance changes
abruptly or e ceeds the desired value. 

The temperature sensors on the Sphere-  catheter are intended to 
measure tissue surface temperature when in contact with tissue. Temperature
sensors that are not in contact with tissue during ablation may not reflect tissue
surface temperature and may not reach the target temperature. 

. f energy delivery is terminated due to e cessive temperature or impedance 
rise  it is advised to withdraw the catheter to inspect the e pandable ablation
electrode. 

o not scrub or twist the e pandable ablation electrode. 
 

. efore removing the catheter  move the catheter away from tissue and
straighten the deflectable tip of the Sphere-  catheter completely by moving 
the steering wings to the neutral position. hen using a deflectable sheath  
straighten the sheath as well. 

2. etract the e pandable ablation electrode into the sheath. 
. Advance the insertion tool into the hemostasis valve of the introducer sheath. 
. Slowly retract the Sphere-  catheter through the sheath and then into the 

insertion tool. 
. o not pull the e pandable ablation electrode out through the insertion tool. 
. emove the insertion tool containing the e pandable ablation electrode from 

the hemostasis valve. 
. eave the e pandable ablation electrode inside the insertion tool in order

prevent potential contamination and to facilitate reinsertion. 
 

Use only the following compatible devices. 

 

A -  

 

Affera mapping system 
A - 2 Tubing set 
A -  atheter e tension cable 
A -  e a en™  generator 
A -  e a ulse™  generator 
A -  e a low irrigation pump 

 
nce used  the device must be handled and disposed of as contaminated hospital 

waste. ispose of the device and its packaging in accordance with applicable local
laws and regulations. 

 
Significant physical and performance characteristics are included in the following
table. 

atheter shaft outer diameter 2.  mm  r  
atheter effective length  cm 

without insertion tool  
umber of electrodes  mini-electrodes  center electrode  2 ring elec-

trodes 
pandable ablation elec- Up to .  mm in cardiac chamber 

trode diameter 
Sheath compatibility 2.  mm  r  straight introducer 

2.  mm .  r  curved or deflectable 
nvironmental operating con-   to   at non-condensing humidity

ditions 
Sterili ation Single use  sterile device  ethylene o ide  gas 

 
The following imited arranty applies to customers within the United States only: 
A. This imited arranty provides the following assurance to the purchaser of a
Medtronic catheter  hereafter referred to as roduct: 

 Should the roduct fail to function within normal tolerances due to a defect in 
materials or workmanship on or before its Use y  or Use efore  date  Medtronic 
will at its option: a  issue a credit to the purchaser e ual to the urchase rice  as 
defined in Subsection A 2  against the purchase of the replacement product or b  
provide a functionally comparable replacement product at no charge. 
2  As used herein urchase rice shall mean the lesser of the net invoiced price of 

the original  or current functionally comparable  or replacement product. 
. To ualify for this imited arranty  these conditions must be met: 

 The roduct must be used on or before its Use y  or Use efore  date. 

 



 
  

     
    

     
 

   
    

    
      

    
   

    

 

 

   

2  The roduct must be returned to Medtronic within  days and shall be the 
property of Medtronic. 

 The roduct must not have been used for any other patient. 
 The roduct must be used in accordance with the labeling and not altered or 

sub ected to misuse  abuse  accident  or improper handling. 
. This imited arranty is limited to its e press terms. n particular: 

 cept as e pressly provided by this imited arranty  M T  S T 
S S   A  T  TA   S U T A  

AMA S AS   A  T  A U   MA  U T   T  
roduct  T  T  A M S AS   A A T  T A T  T T  

 T  S . 
2  This imited arranty is made only to the purchaser of the roduct. AS T  A  
T S  M T   MA S  A A T  SS  M  

U  UT T  M T  T  A  M  A A T  
M  A TA  T   T SS A A T U A U S  T  
A  S  M STATUT  MM  A  UST M   T  S .  

SS  M  A A T  T  T AT T S A  T  
T   S   A  A . T S  M T  A A T  

S A   T  US  M  A A A  T  A  S . 
 The e clusions and limitations set out above are not intended to  and should not 

be construed so as to  contravene mandatory provisions of applicable law. f any part 
or term of this imited arranty is held to be illegal  unenforceable  or in conflict with 
applicable law by a court of competent urisdiction  the validity of the remaining 
portions of the imited arranty shall not be affected  and all rights and obligations
shall be construed and enforced as if this imited arranty did not contain the 
particular part or term held to be invalid. This imited arranty gives the purchaser
specific legal rights. The purchaser may also have other rights which vary from state
to state. 

 o person has any authority to bind Medtronic to any representation condition  or 
warranty e cept this imited arranty. This imited arranty is provided by 
Medtronic  nc.   Medtronic arkway  Minneapolis  M  2- . t applies
only in the United States. Areas outside the United States should contact their local
Medtronic representative for e act terms of the imited arranty. 

 

Medtronic catheters are used in the e tremely hostile environment of the human 
body. atheters may be easily damaged by improper handling or use due to their
unavoidably fragile character  which is dictated by the unusual re uirements of their 
application. onse uently  no representation or warranty is made that failure or
cessation of function of the catheter will not occur  or that the body will not react 
adversely to the catheter  or that medical complications will not follow. 
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A - 2 
Tubing Set 

nstructions for Use 

 ederal law USA  restricts this device to sale by or on the order of a physician. 



Medtronic and Medtronic logo are trademarks of Medtronic. ™* Third-party brands are trademarks of their respective owners. All other brands are 
trademarks of a Medtronic company. 

This product may be protected by US patents listed at: www.medtronic.com/patents. 

2 

www.medtronic.com/patents


 

 

 

efer to the package and product labels to see which symbols apply to this product and for product-specific
information  such as the date of manufacture  manufactured-in location  and use-by date. 

Medical device 

Sterili ed using ethylene o ide 

Single sterile barrier system 

o not reuse 

o not resterili e 

o not use if package is damaged 

Use-by date 

onsult instructions for use 

onsult instructions for use at this website 

or Australia/ ew ealand audiences only 

ot number 

atalog number 

ate of manufacture 

Manufacturer 

Authori ed epresentative in the uropean ommunity 

eep dry 

Model number 

Uni ue evice dentifier 

ackage contents 

eep away from sunlight 

Temperature limit 

aution: ederal law USA  restricts this device to sale by or on the order of a physician. 

onformit urop enne uropean onformity . This symbol means that the device fully 
complies with applicable uropean Union acts. 

 



 

 

mporter 

Manufactured in 

Tubing set 

roduct documentation 

 
The Medtronic tubing set A - 2  is a sterile  single-use  disposable peristaltic tubing set used with the
compatible e a low™ irrigation pump to provide heparini ed saline irrigation to a compatible ablation
catheter. The tubing set contains uni ue features for mounting into the irrigation pump and for interfacing with 
the pump s bubble detector. t employs a standard  spike and drip chamber to interface with common 
irrigation bags  and it connects to the catheter via a standard luer connector. efer to the  

 for irrigation pump performance characteristics and specifications. 

 
The tubing set is supplied sterile. The package contains the following items: 

 model A - 2 tubing set 
roduct documentation 

 
efer to the instructions for use accompanying the compatible ablation catheter for the specific indications for 

use. 

 
The tubing set is not for use in patients with an active systemic infection. efer to the instructions for use 
accompanying the compatible ablation catheter for additional contraindications related to the catheter. 

 
The intended users are physicians and nurses/  technicians trained in interventional cardiac 
electrophysiology . 

 
efer to the instructions for use accompanying the compatible ablation catheter for the intended patient

population. 

 
efer to the instructions for use accompanying the compatible ablation catheter for potential complications

and adverse events associated with cardiac ablation procedures. 

 
arefully read all instructions for use of the Affera™ ablation system and compatible catheter before use.
bserve all contraindications  warnings  and precautions noted in the directions. ailure to do so may 

result in patient complications. eview any applicable product information with the patient  including
known risks and contraindications. 

 The tubing set is intended for single patient use only. o not reuse  reprocess  or resterili e the device. 
euse  reprocessing  or resterili ation of single use devices can cause patient infection and compromise

device performance and functionality. 
 The tubing set is sterili ed with ethylene o ide gas and must be used by the Use-by date printed on the 

package label. o not use the tubing set after the use-by date. 
isually inspect all sterile-barrier packaging before use. f the device is damaged or if the integrity of the 

sterile barrier has been compromised  do not use the product. ontact your Medtronic representative for 
return information. 

 The tubing set is intended for use only with the e a low irrigation pump and direct connection to a 
compatible ablation catheter. o not use stopcocks or e tend the length of tubing between the pump and 
the catheter using unauthori ed tubing e tension devices. 

nsure the tubing set is properly placed in the bubble detector of the irrigation pump before connecting
to the patient. 

 



 

 nspect the irrigation supply and tubing for air bubbles before connecting to the catheter. erify the tubing
is free of air bubbles before inserting the catheter into the patient. Air bubbles in the irrigation supply may
become emboli. 

erify flow from the tubing set before connecting to the catheter. 
 The use of heparin is referenced throughout this document with the assumption that when the use of

heparin is contraindicated  an acceptable alternative will need to be substituted per institutional 
guidelines. 

 The pump and tubing set are intended for use with heparini ed saline irrigation solution. atient in ury 
may result from e cessive delivery of inappropriate fluids. 

 Always maintain a constant infusion of heparini ed saline to prevent formation of coagulation within the 
lumen of the catheter. urge air from the irrigation tubing and catheter lumen before inserting the catheter 
into the patient. o not purge while the catheter is in the body. 

 ntravenous heparin must be used to reduce the likelihood of thromboemboli developing during the
procedure. Anticoagulation treatment should adhere to consensus guidelines  including pre- and
post-procedure anticoagulation management and administering intravenous heparin during the
procedure. Achieve and maintain a minimum active clotting time A T  of at least  s prior to catheter
insertion and throughout the procedure. Monitor the A T regularly during the procedure. 

 Monitor the patient s fluid intake to avoid fluid volume overload. atients with congestive heart failure or
renal insufficiency and the elderly are susceptible to complications. dentify the patient s risk of volume 
overload before the start of the procedure. 

ardiac ablation procedures are to be performed only by physicians trained in electrophysiology
procedures in a fully e uipped electrophysiology laboratory. 

o not e pose the device to organic solvents such as alcohol. 
 f you find information in this manual that is incorrect or illegible  contact your Medtronic representative or 

your local competent medical authority. 
 f a serious incident related to the device occurs  immediately report the incident to Medtronic and the

applicable competent authority or regulatory body. 
 There is no special handling  including no special storage or transport conditions  re uired for this device. 

Standard storage conditions are sufficient to safeguard the device. Store the device in the original
packaging at room temperature in a dry place. 

 
 

. Using sterile techni ue  remove the tubing set from the sterile package and place it into the sterile field. 
 Tubing Set 

rip chamber 
2 arge mounting block 

nlarged detector section 
2. The drip chamber  and pump mounting section of the tubing set 2-  can be passed to nonsterile

hands for installation into the pump and connection to the irrigation source. 
. lace the large mounting block 2  into the receptacle to the left of the pump head. 
. ith the pump door open  stretch the tubing under the pump head and insert the smaller mounting block 

 into the receptacle on the right side of the pump head. 
. lace the enlarged detector section  into the bubble detector on the right side of the pump

door. nsure the tubing is fully seated into the mounting block receptacles and bubble detector. 
. lose the pump door to engage the tubing. 
. rasping the drip chamber  remove the spike cap  spike the heparini ed saline bag  and hang it from an 

 pole. 
. S uee e and release the drip chamber until it is appro imately 2  full. 
. ill the tubing set with heparini ed saline by pushing the purge button on the irrigation pump. old the 

purge button until the bubble alarm is cleared. 

 Small mounting block 
uer lock end 

 



 

 

 

 
   

        
       

 
 

      
     

        
     

    

 

 nspect the tubing for air bubbles before connecting to the catheter as air bubbles in the
tubing may become emboli. Always verify flow from the tubing set before connecting to the catheter to
ensure proper irrigation. 

. onnect the luer lock end of the tubing set  to the luer fitting of the catheter. 

. ollow the directions provided in the instructions for use accompanying the compatible ablation
catheter to complete catheter preparation. 

 
nce used  the device must be handled and disposed of as contaminated hospital waste. ispose of the

device and its packaging in accordance with applicable local laws and regulations governing the disposal of
medical waste. 

 
Use only with the following devices: 

  

e a low irrigation pump A -  
Sphere- ™ catheter A -  

 
The following table provides the product s physical and performance characteristics. 

ength  bag interface to peristaltic pump head: 2  cm 
ubble sensor to luer lock:  cm 

nvironmental operating conditions Store in a cool and dry place. 
efer to the  for the operating 

environmental parameters of the system. 
Sterili ation Single use  sterile device  ethylene o ide 

 
The following imited arranty applies to customers within the United States only: 
A. This imited arranty provides the following assurance to the purchaser of a Medtronic accessory  
hereafter referred to as roduct : 

 Should the roduct fail to function within normal tolerances due to a defect in materials or workmanship 
on or before its Use y  or Use efore  date  Medtronic will at its option: a  issue a credit to the purchaser 
e ual to the urchase rice  as defined in Subsection A 2  against the purchase of the replacement product 
or b  provide a functionally comparable replacement product at no charge. 
2  As used herein urchase rice shall mean the lesser of the net invoiced price of the original  or current 

functionally comparable  or replacement product. 
. To ualify for this imited arranty  these conditions must be met: 

 The roduct must be used on or before its Use y  or Use efore  date. 
2  The roduct must be returned to Medtronic within  days and shall be the property of Medtronic. 

 The roduct must not have been used for any other patient. 
 The roduct must be used in accordance with the labeling and not altered or sub ected to misuse  abuse  

accident  or improper handling. 
. This imited arranty is limited to its e press terms. n particular: 

 cept as e pressly provided by this imited arranty  M T  S T S S   A  
T  TA   S U T A AMA S AS   A  T  A U   

MA  U T   T roduct  T  T  A M S AS   A A T  T A T T T  
 T  S . 

2  This imited arranty is made only to the purchaser of the roduct. AS T  A  T S  M T  
MA S  A A T  SS  M  U  UT T  M T  T  A  M  

A A T  M  A TA  T   T SS  A A T U A U S  T  A  S  
M STATUT  MM  A  UST M   T  S .  SS  M  A A T  

T  T AT T S A  T   T   S   A  A . T S  M T  
A A T  S A   T  US  M  A A A  T  A  S . 
 The e clusions and limitations set out above are not intended to  and should not be construed so as to  

contravene mandatory provisions of applicable law. f any part or term of this imited arranty is held to be 
illegal  unenforceable  or in conflict with applicable law by a court of competent urisdiction  the validity of the 
remaining portions of the imited arranty shall not be affected  and all rights and obligations shall be
construed and enforced as if this imited arranty did not contain the particular part or term held to be invalid. 

 



 
  

 

This imited arranty gives the purchaser specific legal rights. The purchaser may also have other rights
which vary from state to state. 

 o person has any authority to bind Medtronic to any representation condition  or warranty e cept this
imited arranty. This imited arranty is provided by Medtronic  nc.   Medtronic arkway  Minneapolis  

M  2- . t applies only in the United States. Areas outside the United States should contact their
local Medtronic representative for e act terms of the imited arranty. 

 

Medtronic accessories are used in the e tremely hostile environment of the human body. These roducts 
may be easily damaged by improper handling or use due to their unavoidably fragile character  which is 
dictated by the unusual re uirements of their application. onse uently  no representation or warranty is 
made that failure or cessation of function of the roduct will not occur  or that the body will not react adversely 
to the roduct  or that medical complications will not follow. 
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	efer to the package and product labels to see which symbols apply to this product and for product-specificinformation such as the date of manufacture manufactured-in location and use-by date. 
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	roduct documentation aution: ederal law USA restricts this device to sale by or on the order of a physician. 
	 
	 


	 
	 
	The Medtronic catheter etension cable A - is designed to connect a compatible catheter to the eaMap™ catheter interface unit  U and Affera™ ablation system. 
	 atheter etension cable 
	Figure
	ircular 2-pole connector to Affera euipment 2 blong edge card connector to compatible catheter 

	 
	 
	The catheter etension cable is supplied sterile. The package contains the following items: 
	 model A - catheter etension cable roduct documentation 

	 
	 
	efer to the instructions for use accompanying the compatible electrophysiology catheter for the specificindications for use. 

	 
	 
	There are no known contraindications for the use of this cable. efer to contraindications of the compatible electrophysiology catheter. 

	 
	 
	The intended users are physicians and nurses/ technicians trained in interventional cardiac electrophysiology . 

	 
	 
	efer to the instructions for use accompanying the compatible electrophysiology catheter for the intendedpatient population. 

	 
	 
	arefully read all instructions for use of the Affera ablation system Affera mapping system and compatible catheter before use. bserve all contraindications warnings and precautions noted in the directions. ailure to do so may result in patient complications. eview any applicable product information with the patient including known risks and contraindications. 
	isually inspect all sterile-barrier packaging before use. f the device is damaged or if the integrity of the sterile barrier has been compromised do not use the product. ontact your Medtronic representative for return information. 
	osition connecting cables to avoid contact with the patient and other electrical leads  There is no special handling including no special storage or transport conditions reuired for this device. Standard storage conditions are sufficient to safeguard the device. Store the device in the originalpackaging at room temperature in a dry place.  The catheter etension cable is packaged and sterilied for single patient use only. o not reuse reprocess or resterilie the device. The device has not been ualified for re
	printed on the package label. o not use the cable after the Use-by date.  The catheter etension cable is intended for use only with compatible Medtronic devices and euipment. ardiac mapping and ablation procedures are to be performed only by physicians trained in
	electrophysiology procedures in a fully euipped electrophysiology laboratory. o not submerge the cable connectors in any liuid. f the cable connector is wet do not use the cable. o not epose the device to organic solvents such as alcohol.  f you find information in this manual that is incorrect or illegible contact your Medtronic representative or 
	your local competent medical authority. 
	 
	 

	 f a serious incident related to the device occurs immediately report the incident to Medtronic and theapplicable competent authority or regulatory body. 

	 
	 
	efer to the instructions for use of the compatible electrophysiology catheter for potential complications andadverse events associated with cardiac mapping and ablation procedures. 

	 
	 
	n the catheter etension cable   the circular 2-pole connector is intended for connection to compatible Affera euipment. To connect align the key and press the connector into the receptacle. To remove rotate the outer ring counterclockwise to release the locking mechanism and pull the connector fromthe receptacle. 
	The oblong edge card connector is intended for connection to the compatible catheter. roperly orient theconnector and press into the catheter handle until the locking mechanism clicks into place. To remove press the thumb activated release button and pull the connector from the catheter handle. 
	efer to the instructions for use or user manual of the compatible catheter and euipment to verify connectivity before use. 

	 
	 
	ispose of the device and its packaging in accordance with applicable local laws and regulations. 

	 
	 
	Use only with the following devices. 
	  
	Sphere-™ catheter A - Affera mapping system A - ea en™  generator A - eaulse™  generator A - 

	 
	 
	The following table provides the product s physical and performance characteristics. 
	ength nvironmental conditions Steriliation 
	ength nvironmental conditions Steriliation 
	ength nvironmental conditions Steriliation 
	2 m Store in a cool and dry place. efer to the   for the operating environmental parameters of the system. Single use sterile device ethylene oide 

	 
	 


	The following imited arranty applies to customers within the United States only: 
	A. This imited arranty provides the following assurance to the purchaser of a Medtronic accessory hereafter referred to as roduct: 
	 Should the roduct fail to function within normal tolerances due to a defect in materials or workmanship on or before its Use y or Use efore date Medtronic will at its option: a issue a credit to the purchaser eual to the urchase rice as defined in Subsection A2 against the purchase of the replacement product or b provide a functionally comparable replacement product at no charge. 
	2 As used hereinurchase rice shall mean the lesser of the net invoiced price of the original or current functionally comparable or replacement product. 
	. To ualify for this imited arranty these conditions must be met: 
	 The roduct must be used on or before its Use y or Use efore date. 
	2 The roduct must be returned to Medtronic within  days and shall be the property of Medtronic. 
	 The roduct must not have been used for any other patient. 
	 The roduct must be used in accordance with the labeling and not altered or subected to misuse abuse accident or improper handling. 
	. This imited arranty is limited to its epress terms. n particular: 
	 cept as epressly provided by this imited arranty MT S T SS   A T TA  SUTAAMA S AS  A T A U  MA UT   T roduct T  T  AM S AS  AAT TAT TT  T  S. 
	 
	 

	2 This imited arranty is made only to the purchaser of the roduct. AS T A T S MT MAS  AAT SS  M U UT T  MT T A M AAT M ATA T  TSS  A AT UAUS T  A S  
	M STATUT MM A USTM  T  S.  SS  M AAT T T AT T S A T  T   S  A A. T S  MT AAT SA  T  US  M AA A T A S. 
	 The eclusions and limitations set out above are not intended to and should not be construed so as to contravene mandatory provisions of applicable law. f any part or term of this imited arranty is held to be illegal unenforceable or in conflict with applicable law by a court of competent urisdiction the validity of the remaining portions of the imited arranty shall not be affected and all rights and obligations shall beconstrued and enforced as if this imited arranty did not contain the particular part or 
	 o person has any authority to bind Medtronic to any representationcondition or warranty ecept thisimited arranty. This imited arranty is provided by Medtronic nc.  Medtronic arkway Minneapolis M 2-. t applies only in the United States. Areas outside the United States should contact theirlocal Medtronic representative for eact terms of the imited arranty. 
	 
	 

	Medtronic accessories are used in the etremely hostile environment of the human body. These roducts may be easily damaged by improper handling or use due to their unavoidably fragile character which is dictated by the unusual reuirements of their application. onseuently no representation or warranty is made that failure or cessation of function of the roduct will not occur or that the body will not react adversely to the roduct or that medical complications will not follow. 
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	efer to the package and product labels to see which symbols apply to this productand for product-specific information such as the date of manufacture manufactured-in location and use-by date. 
	Medical device 
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	Figure
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	The Sphere- catheter A - is a steerable irrigated multi-electrode catheter with a bidirectional deflecting tip intended for intracardiac mapping andablation. 
	 Sphere-atheter 
	 Sphere-atheter 
	Figure
	atheter shaft length:  cm 
	2 atheter diameter: 2. mm  r 
	pandable ablation electrode diameter epandable to . mm in the cardiac chamber 

	The epandable ablation electrode fits a 2. mm  r straight introducer sheath or a 2. mm . r curved or deflectable sheath and epands to a . mm diameter in the cardiac chamber. 
	The catheter is supplied with an insertion tool that must be used to aid in collapsingthe epandable ablation electrode for insertion into an introducer or guiding sheath. 
	The epandable ablation electrode electrode  contains  mini surface electrodes mounted on its surface with roughly  mm spacing to collect local electrograms and monitor local impedance. The mini surface electrodes also contain sensors for monitoring local temperature. 
	 
	 
	atheter electrodes 
	pandable ablation electrode   proimal mini surface electrodes 
	2 Tip mini surface electrode tp -p 
	 distal mini surface electrodes d -ing electrode  
	d ing electrode  

	A reference electrode not shown referred to as electrode c is mounted in the center of the sphere to provide an electrogram reference. 
	The shaft contains two 2. mm r ring electrodes electrodes  and  mounted proimal to the epandable ablation electrode with 2 mm center-to-center spacing. 
	 
	The Sphere- catheter is supplied sterile. The package contains the following items: 
	 Sphere- catheter with insertion tool 
	 Sphere- catheter with insertion tool 
	roduct documentation 

	 
	The torue response of the catheter shaft provides the ability to steer the electrodesto any desired location within the heart. The handle provides steering wings to deflectthe tip with the thumb and forefinger. Asymmetrical curves are provided. 
	ith the friction control knob facing away from the palm pulling the steering wingswith the right thumb creates a small  curve while pushing the steering wings withthe right thumb creates a large  curve. 
	atheter curves 
	atheter curves 
	 curve ulling steering wings with right 2  curve thumb creates the smaller  curve ushing steering wings with rightthumb creates the larger  curve 

	The friction control knob allows adustable friction on the deflection mechanism to retain deflection as desired. otate the knob clockwise to increase friction. 
	riction control knob 
	riction control knob 

	The handle also provides navigation control buttons which allow remote control of thecompatible Affera™ mapping system navigation screen and features. 
	atheter handle navigation 
	atheter handle navigation 

	The catheter is used in conunction with a compatible Affera ablation system andappropriate return electrode pads for ablation. All catheter electrodes may be usedfor recording or stimulation. 
	A compatible ealow™ irrigation pump and tubing set are used to provide a flow of heparinied saline through the irrigation lumen via a standard luer connector. The flow provides irrigation to the ablation site from a nole mounted within the epandable ablation electrode. 
	The catheter is fitted with electromagnetic location sensors to enable visualiation of the catheter tip and deflected curve on the compatible mapping system. The catheterconnects to the system via the compatible catheter etension cable. 
	The mini surface electrode temperature sensors are used by the compatible ablationgenerator to display local temperature. efer to the   for temperature range and accuracy specifications. 
	 
	 

	The Sphere- catheter is indicated for use in cardiac electrophysiological mapping stimulation and electrogram recording and for treatment of drug refractory recurrent symptomatic persistent atrial fibrillation episode duration less than  year and radiofreuency ablation of cavotricuspid isthmus dependent atrial flutter whenused with the Affera mapping system. 
	 
	o not use this device under the following circumstances: 
	 n patients with an active systemic infection.  n patients who have had cardiac surgery in the preceding eight weeks as the risk of perforation may increase.  n patients with intracardiac thrombus or myoma as the catheter may precipitate an embolus. 
	 n patients with an active systemic infection.  n patients who have had cardiac surgery in the preceding eight weeks as the risk of perforation may increase.  n patients with intracardiac thrombus or myoma as the catheter may precipitate an embolus. 
	 
	 n coronary vessels with diameter smaller than the epandable ablationelectrode as the catheter may damage the coronary vessels.  n patients with prosthetic valves as the catheter may damage the prosthesis.  Using the transaortic retrograde approach in patients who have had aortic valvereplacement.  Using the transseptal approach in patients with an interatrial baffle or patch as the opening could persist and result in an iatrogenic atrial shunt. 
	 

	The intended users are physicians and nurses/ technicians trained in interventional cardiac electrophysiology . 
	 
	 

	The intended patient population is adult patients patients  years or older undergoing cardiac mapping and ablation procedures. 
	 
	 The Sphere- catheter is intended for single patient use only. o not reuse reprocess or resterilie the device. euse reprocessing or resteriliation of single use devices can cause patient infection and compromise catheterfunctionality. 
	 The Sphere- catheter is intended for single patient use only. o not reuse reprocess or resterilie the device. euse reprocessing or resteriliation of single use devices can cause patient infection and compromise catheterfunctionality. 
	 ailure to carefully read all instructions before use and observe all contraindications warnings and precautions provided in these instructions may result in complications. eview any applicable product information with the patient including known risks and contraindications. 
	 The catheter is sterilied with ethylene oide gas and must be used by theUse-by date printed on the package label. o not use the catheter after the Use-by date. 
	o not attempt to insert the catheter into a sheath without using the insertion tooland following the directions for use provided as damage to the epandableablation electrode assembly and/or air embolism may occur. 
	 Always place the steering wings in the central position to straighten the cathetertip before insertion or withdrawal of the catheter. 
	o not use ecessive force to advance or withdraw the catheter when resistance is encountered. atheter manipulation should be performed under appropriateimaging guidance e.g. intracardiac echocardiography and/or fluoroscopy in order to avoid cardiac tissue damage perforation or tamponade especiallywhen used in combination with a long sheath. 
	 t is recommended to verify compatibility between the sheath and catheter beforeplacing them in the body. The catheter is not compatible with straight sheathsless than 2. mm  r in diameter or fied curve or deflectable sheaths less than 2. mm . r in diameter. 
	 The epandable ablation electrode assembly epands when deployed. To reduce the possibility of tissue damage retract the epandable ablationelectrode assembly into the introducer or guiding sheath before attempting tomove the catheter into or out of a chamber or introduction site. 
	 The use of conventional localiation means such as imaging guidance andelectrogram data to monitor catheter location during manipulation is critical tominimiing the risk of tissue inury. o not rely solely on the electromagnetic navigation system display. 
	 The use of heparin is referenced throughout this document with the assumptionthat when the use of heparin is contraindicated an acceptable alternative willneed to be substituted per institutional guidelines. 
	 Always maintain a constant infusion of heparinied saline to prevent theformation of coagulation within the lumen of the catheter. urge air from theirrigation tubing and catheter lumen before inserting the catheter into the patient.o not purge while the catheter is in the body. 
	 ntravenous heparin must be used to reduce the likelihood of thromboembolideveloping during the procedure. Anticoagulation treatment should adhere to consensus guidelines including pre- and post-procedure anticoagulationmanagement and administering intravenous heparin during the procedure.Achieve and maintain a minimum active clotting time AT of at least  s priorto catheter insertion and throughout the procedure. Monitor the AT regularly during the procedure. 
	 nspect the irrigation supply and tubing for air bubbles before connecting to thecatheter. Air bubbles in the irrigation supply may become emboli. 
	 Monitor the patient s fluid intake to avoid fluid volume overload. atients with congestive heart failure or renal insufficiency and the elderly are susceptible tocomplications. dentify the patient s risk of volume overload before the start of the procedure. 
	 Avoid steering the Sphere- catheter in close proimity to other catheters toreduce the possibility of the catheters becoming entangled. o not use catheters with a tip smaller than 2 mm in diameter in the same chamber as the Sphere- catheter. 
	 mplanted pacemakers and cardioverters/defibrillators s can be adversely affected by energy delivery. Temporary eternal sources of pacing anddefibrillation must be made available during ablation procedures. t is advised to temporarily reprogram the pacing system to  mode or minimum output andto deactivate cardioverter/defibrillators during the ablation procedure tominimie the risk of inappropriate pacing or shock. t is important to perform acomplete implantable device analysis on all patients after ablation
	ercise etreme caution when manipulating the catheter in close proimity topacing and defibrillation leads to avoid damage or displacement of leads. 
	o not deliver energy near other intracardiac devices or when in contact withother cardiac catheters or pacing and defibrillation leads to avoid possiblethrombus or inappropriate treatment location. 
	arefully observe the recommended settings in the instructions for use to reducethe risk of delivering ecessive energy and causing ecessive heating or collateral damage. cessive ablation duration may also lead to ecessive heating or collateral damage. 
	ontinuously monitor the patient and patient vital signs during the procedure. oagulum formation may not be accompanied by an increase in systemimpedance. Adherence to AT goals throughout the procedure is important. f thrombus/coagulum are noted through imaging modalities  for eample the catheter should be removed and inspected. ardiac ablation may induce intentional or unintentional life-threatening cardiacarrhythmias. efibrillation euipment must be available for immediate use in thecase of a life-threateni
	 
	o not scrub or twist the epandable ablation electrode. isually inspect all sterile-barrier packaging before use. f the device is damagedor the integrity of the sterile barrier has been compromiseddo not use the 
	product. ontact your Medtronic representative for return information. o not immerse the catheter handle or cable connector in fluids. o not epose the device to organic solvents such as alcohol. The Sphere-catheter is used in conunction with a compatible ablation
	generator capable of delivering significant electrical power. atient or operator inury can result from improper catheter handling and return electrodeplacement. uring energy delivery ensure that the patient does not come intocontact with grounded metal surfaces. 
	are should be taken when ablating near sensitive structures such as thesino-atrial and atrioventricular nodesor in locations near adacent anatomical structures susceptible to collateral damage. Take precautions to avoid collateraldamage including pacing to identify the location of the phrenic nerve and usingonly  energy near the phrenic nerve or esophagus along the posterior wall of the left atrium. 
	 ablation in areas adacent to coronary arteries may lead to coronary artery spasm 
	 f high catheter impedance or low power delivery is eperienced during energy delivery or if another failure of the ablation system occurs at normal settings check for faults and verify the proper application and function of the returnelectrode pads and other electrical cables before continuing power delivery. 
	The Sphere- catheter has not been evaluated for safety and compatibility in themagnetic resonance M environment. The safety of the catheter in the M environment is unknown such as any heating migration or image artifact. Scanning a patient during the use of this device may result in patient inury. 
	 lammable gas for anesthesia or other flammable materials must be restrictedfrom the electrosurgical suite to reduce the inherent risk of ignition inelectrosurgery. 
	lectromagnetic interference M  may be emitted from the device when used in conunction with an ablation generator during normal operation and mayadversely affect the performance of other euipment. 
	lace surface electrodes and probes for monitoring and stimulation devices asfar as possible from the ablation site and from the return electrode pads.  catheter ablation in the coronary artery has been associated with myocardialinfarction. 
	The Sphere- catheter is designed for use only with compatible devices. o not use the catheter with devices other than those listed in the device compatibilitytable in the . 
	Manual bending or shaping of the deflectable tip section of the device may causedamage to the internal components or compromise catheter performance andmust be avoided. 
	atheter entrapment within the heart is a possible complication of cardiacablation procedures that could necessitate surgical intervention. There is anincreased potential for catheter entrapment when the catheter is positioned inthe chordae tendineae. 
	hen using a deflectable guiding sheath the sheath must be straight beforeadvancing the catheter through the sheath or retracting the catheter back into thesheath. 
	There is no special handling including no special storage or transport conditionsreuired for this device. Standard storage conditions are sufficient tosafeguard the device. Store the device in the original packaging at roomtemperature in a dry place. 
	 f a serious incident related to the device occurs immediately report the incidentto Medtronic and the applicable competent authority or regulatory body. 
	recautions should be taken before administering anticoagulant agents antiplatelet agents or contrast media in patients with known hypersensitivity to these agents. 

	 
	otential adverse events associated with catheter ablation and mapping proceduresinclude but are not limited to the following conditions: 
	Access site complications e.g. ypotension
	Access site complications e.g. ypotension
	hematoma laceration arterio-venous 
	fistula 
	Allergic reaction including anaphylais ypoia 
	Anemia ncreased creatine phosphokinase
	 level Anesthesia complications nfection Arrhythmia worseningor outside of di-Myocardial infarction 
	agnosis or life-threatening 
	Atrioesophageal fistula Muscle pain / soreness 
	Asymptomatic cerebral ischemia erforation 
	leeding ericardial effusion 
	radycardia ericarditis 
	ronchial inury eripheral nerve inury 
	ardiac perforation / tamponade hrenic nerve palsy / paralysis 
	ardiac or respiratory arrest leural effusion 
	atheter entrapment neumonia 
	erebrovascular accident A / stroke neumothora 
	hest pain seudoaneurysm 
	onduction system inury ulmonary edema 
	oronary artery spasm / occlusion / ulmonary hypertension 
	stenosis 
	amage / dislodgement to or im-ulmonary vein stenosis plantable pacemaker eath adiation inury eep vein thrombosis enal failure mbolism espiratory insufficiency ndocarditis Skin burn irritation or rash sophageal ulceration / erythema Stiff left atrial syndrome luid volume overload Transient ischemic attack astric hypomotility agal nerve inury eart failure alve damage emoptysis asovagal reactions ematoma essel dissection emothora 

	 
	nformation regarding clinical studies that are applicable to Sphere- are available on the Medtronic Manual ibrary website: 
	. oint your browser to . 
	. oint your browser to . 
	www.medtronic.com/manuals

	2. Select the geography and language and then search by product name for 
	Sphere-. The catheter technical manual and any applicable studies are listed.f you do not have web access you can order printed copies of the clinical study 
	 
	summaries from your Medtronic representative or by calling the toll-freenumber located on the back cover. 

	 
	 
	The Sphere- catheter must be connected to the appropriate input connector of thecatheter interface unit  U of the compatible Affera mapping system using the compatible catheter etension cable. The compatible Affera ablation system isconnected to the catheter through the  U. 
	To complete the ablation circuit return electrode pads are placed on the patient s skin. erify that the ablation circuit impedance displayed by the compatible Afferaablation system is less than   and the catheter temperature sensors are reading near   before starting ablation. 
	Achieve and maintain a minimum active clotting time AT of at least  s prior to catheter insertion and throughout the procedure. Monitor the AT regularly during the procedure. 
	rrigation is intended to be provided by the compatible irrigation pump and tubing set connected to the luer connector mounted on the catheter handle. A minimum of  m/min of heparinied saline must be continuously infused to reduce the risk ofcoagulation during use. igher flow rates are reuired during  ablation and are outlined in this section. 
	efer to the  for system operating instructions. 
	 
	efore introducing the catheter into the patient test the deflection mechanism on the handle to ensure it is operational. 
	. reate a vascular access in a large central vessel using standard aseptic
	. reate a vascular access in a large central vessel using standard aseptic
	techniues and place a compatible sheath.erify compatibility of the sheath to be used before inserting into thepatient. Use only 2. mm  r or larger straight sheaths or 2. mm . r or larger curved or deflectable sheaths to prevent damage to the epandableablation electrode during insertion. 
	2. nce the sheath is inserted into the vasculature and the dilator is removed aspirate with a syringe on the sheath side port before flushing or infusion. . f using a deflectable sheath ensure that the sheath deflection is adusted straight no deflection before introducing the catheter. . emove the catheter from the sterile packaging. . onnect the catheter to the Affera mapping and ablation system using thecatheter etension cable. . ill the tubing set with heparinied saline by pressing and holding the purge 
	button on the irrigation pump.hen the purge button is pressed the air bubble detector is disabled. o not purge while the catheter is in the body. 
	. isually inspect the tubing set to verify there are no air bubbles between the dripchamber and the luer connector before connecting to the catheter. . onnect the tubing set directly to the luer fitting of the catheter. o not use a stopcock.. erify that there are no leaks from the tubing connections or the handle and thatirrigation solution is flowing from the catheter tip. . Advance the insertion tool so it is near the distal tip. . Submerge the epandable ablation electrode into a bowl of heparinied saline
	2. nsuring the insertion tool remains filled with heparinied saline and that the hemostasis valve remains below the level of the patient s heart push theinsertion tool through the hemostasis valve of the sheath. 
	2.Advance the epandable ablation electrode into the sheathust past thehemostasis valve. 
	22. nce the epandable ablation electrode has passed the hemostasis valve retract the insertion tool from the hemostasis valve by sliding it proimally alongthe catheter shaft to the catheter handle. 
	2. ift and adust the sheath handle so that the side port is pointed up so that any trapped air is easily aspirated through the side port. 2. Aspirate through the sheath side port while tapping on the sheath to dislodgeany trapped air. 
	2. Apply positive pressure to the sheath with a pressure bag or a syringeconnected to the sheath side port and slowly advance the catheter until the epandable ablation electrode is fully epanded in the cardiac chamber. 
	2. estore flow to the side port and maintain a continuous infusion of heparinied saline through the sheath side port throughout the entire procedure. 2. nsure a minimum flow of  m/min heparinied saline through the catheter throughout the entire procedure. 

	 
	. nce deployed from the sheath with at least  cm of the shaft etending the catheter tip can be deflected by pressing the steering wings with the thumb andforefinger. The friction knob can be tightened to maintain deflection. 
	. nce deployed from the sheath with at least  cm of the shaft etending the catheter tip can be deflected by pressing the steering wings with the thumb andforefinger. The friction knob can be tightened to maintain deflection. 
	2. Use both imaging guidance e.g. fluoroscopy or intracardiac echocardiography and electrograms to aid in proper positioning. 
	. The navigation control buttons on the catheter handle provide functionality onthe compatible Affera mapping system. efer to the   for more information. 

	 
	t is recommended that  and  energy be used as follows for atrial ablation: 
	t is recommended that  and  energy be used as follows for atrial ablation: 
	nly  energy should be delivered on or near the posterior wall of the left atrium. nly  energy should be delivered around the antrum of the left inferior  . 
	nly  energy should be used when ablating near a location where pacingcaptures the phrenic nerve. ablation in areas adacent to coronary arteries may lead to 
	coronary artery spasm.o not deliver energy near other intracardiac devices or when incontact with other cardiac catheters or pacing and defibrillation leads to avoidpossible thrombus or inappropriate treatment location. 
	 
	The Sphere- catheter should not be used to intentionally create reversible  lesions. 

	The following Affera ablation system settings are recommended. 
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	The  -M TA ablation setting is recommended only for endocardial ablationalong the mitral isthmus between the left inferior pulmonary vein and the mitral valve.The  -AT setting is recommended for all other  ablation. 
	Application of high  energy settings e.g. long duration high level or high temperature may increase the likelihood of ecessive tissue heating and collateral damage. 
	 catheter ablation in the coronary artery has been associated withmyocardial infarction. 
	epeated  energy delivery in nearby locations may also increase the likelihood of ecessive tissue heating and collateral damage. 
	Use a luminal esophageal temperature probe to monitor esophagustemperature when delivering  energy near the esophagus. 
	Use pacing maneuvers to identify the location of the phrenic nerve beforeablating near the right superior pulmonary vein the superior vena cava or the left atrial appendage. 
	. nsure stable ablation electrode positioning before starting energy delivery. 
	. nsure stable ablation electrode positioning before starting energy delivery. 
	2. nsure the irrigation flow rate is automatically increased by the Affera ablationsystem to an appropriate high flow rate before energy delivery. 
	. Monitor the temperature and impedance displays on the Affera ablationsystem. Stop energy application if temperature or impedance changesabruptly or eceeds the desired value. 
	The temperature sensors on the Sphere- catheter are intended to measure tissue surface temperature when in contact with tissue. Temperaturesensors that are not in contact with tissue during ablation may not reflect tissuesurface temperature and may not reach the target temperature. 
	. f energy delivery is terminated due to ecessive temperature or impedance rise it is advised to withdraw the catheter to inspect the epandable ablationelectrode. 
	o not scrub or twist the epandable ablation electrode. 

	 
	. efore removing the catheter move the catheter away from tissue andstraighten the deflectable tip of the Sphere- catheter completely by moving the steering wings to the neutral position. hen using a deflectable sheath straighten the sheath as well. 
	. efore removing the catheter move the catheter away from tissue andstraighten the deflectable tip of the Sphere- catheter completely by moving the steering wings to the neutral position. hen using a deflectable sheath straighten the sheath as well. 
	2. etract the epandable ablation electrode into the sheath. . Advance the insertion tool into the hemostasis valve of the introducer sheath. . Slowly retract the Sphere- catheter through the sheath and then into the 
	insertion tool. . o not pull the epandable ablation electrode out through the insertion tool. . emove the insertion tool containing the epandable ablation electrode from 
	the hemostasis valve. . eave the epandable ablation electrode inside the insertion tool in orderprevent potential contamination and to facilitate reinsertion. 

	 
	Use only the following compatible devices. 
	 A - 
	 A - 
	 A - 
	 Affera mapping system 

	A -2 
	A -2 
	Tubing set 

	A - 
	A - 
	atheter etension cable 

	A - 
	A - 
	ea en™  generator 

	A - 
	A - 
	eaulse™  generator 

	A - 
	A - 
	ea low irrigation pump 


	 
	nce used the device must be handled and disposed of as contaminated hospital waste. ispose of the device and its packaging in accordance with applicable locallaws and regulations. 
	 
	Significant physical and performance characteristics are included in the followingtable. 
	atheter shaft outer diameter 2. mm  r 
	atheter shaft outer diameter 2. mm  r 
	atheter effective length  cm without insertion tool umber of electrodes  mini-electrodes center electrode 2 ring elec
	-

	trodes 
	pandable ablation elec-Up to . mm in cardiac chamber trode diameter Sheath compatibility 2. mm  r straight introducer 
	2. mm . r curved or deflectable 
	nvironmental operating con-  to   at non-condensing humidityditions Steriliation Single use sterile device ethylene oide  gas 

	 
	The following imited arranty applies to customers within the United States only: 
	A. This imited arranty provides the following assurance to the purchaser of aMedtronic catheter hereafter referred to as roduct: 
	 Should the roduct fail to function within normal tolerances due to a defect in materials or workmanship on or before its Use y or Use efore date Medtronic will at its option: a issue a credit to the purchaser eual to the urchase rice as defined in Subsection A2 against the purchase of the replacement product or b provide a functionally comparable replacement product at no charge. 
	2 As used hereinurchase rice shall mean the lesser of the net invoiced price of the original or current functionally comparable or replacement product. 
	. To ualify for this imited arranty these conditions must be met: 
	 The roduct must be used on or before its Use y or Use efore date. 
	 
	 

	2 The roduct must be returned to Medtronic within  days and shall be the property of Medtronic. 
	 The roduct must not have been used for any other patient. 
	 The roduct must be used in accordance with the labeling and not altered or subected to misuse abuse accident or improper handling. 
	. This imited arranty is limited to its epress terms. n particular: 
	 cept as epressly provided by this imited arranty MT S T SS   A T TA  SUTA AMA S AS  A T A U  MA UT   T  roduct T  T  AM S AS  AAT TAT TT  T  S. 
	2 This imited arranty is made only to the purchaser of the roduct. AS T A T S MT  MAS  AAT SS  M 
	U UT T  MT T A M AAT M ATA T  TSS A AT UAUS T  A S  M STATUT MM A USTM  T  S.  SS  M AAT T T AT T S A T T   S  A A. T S  MT AAT SA  T  US  M AA A T A S. 
	 The eclusions and limitations set out above are not intended to and should not be construed so as to contravene mandatory provisions of applicable law. f any part or term of this imited arranty is held to be illegal unenforceable or in conflict with applicable law by a court of competent urisdiction the validity of the remaining portions of the imited arranty shall not be affected and all rights and obligationsshall be construed and enforced as if this imited arranty did not contain the particular part or 
	 o person has any authority to bind Medtronic to any representationcondition or warranty ecept this imited arranty. This imited arranty is provided by Medtronic nc.  Medtronic arkway Minneapolis M 2-. t appliesonly in the United States. Areas outside the United States should contact their localMedtronic representative for eact terms of the imited arranty. 
	 
	 

	Medtronic catheters are used in the etremely hostile environment of the human body. atheters may be easily damaged by improper handling or use due to theirunavoidably fragile character which is dictated by the unusual reuirements of their application. onseuently no representation or warranty is made that failure orcessation of function of the catheter will not occur or that the body will not react adversely to the catheter or that medical complications will not follow. 
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	A -2 
	A -2 
	Tubing Set 
	nstructions for Use  ederal law USA restricts this device to sale by or on the order of a physician. 
	Medtronic and Medtronic logo are trademarks of Medtronic. ™* Third-party brands are trademarks of their respective owners. All other brands are trademarks of a Medtronic company. 
	This product may be protected by US patents listed at: www.medtronic.com/patents. 
	This product may be protected by US patents listed at: www.medtronic.com/patents. 

	2 
	2 

	 
	 
	efer to the package and product labels to see which symbols apply to this product and for product-specificinformation such as the date of manufacture manufactured-in location and use-by date. 
	Medical device 
	Medical device 
	Figure

	Sterilied using ethylene oide 

	Single sterile barrier system 
	o not reuse 
	o not resterilie 
	o not use if package is damaged 
	Figure

	Use-by date 
	Use-by date 
	Figure

	onsult instructions for use 

	onsult instructions for use at this website 
	Figure
	Figure
	or Australia/ew ealand audiences only 
	ot number 
	atalog number 
	ate of manufacture 
	Manufacturer 
	Authoried epresentative in the uropean ommunity 
	eep dry 
	Model number 
	Uniue evice dentifier 
	ackage contents 
	eep away from sunlight Temperature limit aution: ederal law USA restricts this device to sale by or on the order of a physician. onformituropenne uropean onformity. This symbol means that the device fully 
	complies with applicable uropean Union acts. 
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	Sect
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	Figure
	mporter 
	mporter 

	Manufactured in 
	Figure

	Tubing set 
	roduct documentation 

	 
	 
	The Medtronic tubing set A -2 is a sterile single-use disposable peristaltic tubing set used with thecompatible ea low™ irrigation pump to provide heparinied saline irrigation to a compatible ablationcatheter. The tubing set contains uniue features for mounting into the irrigation pump and for interfacing with the pump s bubble detector. t employs a standard  spike and drip chamber to interface with common irrigation bags and it connects to the catheter via a standard luer connector. efer to the   for irrig

	 
	 
	The tubing set is supplied sterile. The package contains the following items: 
	 model A -2 tubing set roduct documentation 

	 
	 
	efer to the instructions for use accompanying the compatible ablation catheter for the specific indications for use. 

	 
	 
	The tubing set is not for use in patients with an active systemic infection. efer to the instructions for use accompanying the compatible ablation catheter for additional contraindications related to the catheter. 

	 
	 
	The intended users are physicians and nurses/ technicians trained in interventional cardiac electrophysiology . 

	 
	 
	efer to the instructions for use accompanying the compatible ablation catheter for the intended patientpopulation. 

	 
	 
	efer to the instructions for use accompanying the compatible ablation catheter for potential complicationsand adverse events associated with cardiac ablation procedures. 

	 
	 
	arefully read all instructions for use of the Affera™ ablation system and compatible catheter before use.bserve all contraindications warnings and precautions noted in the directions. ailure to do so may result in patient complications. eview any applicable product information with the patient includingknown risks and contraindications. 
	 The tubing set is intended for single patient use only. o not reuse reprocess or resterilie the device. euse reprocessing or resteriliation of single use devices can cause patient infection and compromisedevice performance and functionality. 
	 The tubing set is sterilied with ethylene oide gas and must be used by the Use-by date printed on the package label. o not use the tubing set after the use-by date. 
	isually inspect all sterile-barrier packaging before use. f the device is damaged or if the integrity of the sterile barrier has been compromised do not use the product. ontact your Medtronic representative for return information. 
	 The tubing set is intended for use only with the ea low irrigation pump and direct connection to a compatible ablation catheter. o not use stopcocks or etend the length of tubing between the pump and the catheter using unauthoried tubing etension devices. 
	nsure the tubing set is properly placed in the bubble detector of the irrigation pump before connectingto the patient. 
	 
	 

	 nspect the irrigation supply and tubing for air bubbles before connecting to the catheter. erify the tubingis free of air bubbles before inserting the catheter into the patient. Air bubbles in the irrigation supply maybecome emboli. 
	erify flow from the tubing set before connecting to the catheter.  The use of heparin is referenced throughout this document with the assumption that when the use ofheparin is contraindicated an acceptable alternative will need to be substituted per institutional guidelines.  The pump and tubing set are intended for use with heparinied saline irrigation solution. atient inury may result from ecessive delivery of inappropriate fluids.  Always maintain a constant infusion of heparinied saline to prevent forma
	procedures in a fully euipped electrophysiology laboratory. o not epose the device to organic solvents such as alcohol.  f you find information in this manual that is incorrect or illegible contact your Medtronic representative or 
	your local competent medical authority.  f a serious incident related to the device occurs immediately report the incident to Medtronic and theapplicable competent authority or regulatory body.  There is no special handling including no special storage or transport conditions reuired for this device. Standard storage conditions are sufficient to safeguard the device. Store the device in the originalpackaging at room temperature in a dry place. 

	 
	 
	 
	. Using sterile techniue remove the tubing set from the sterile package and place it into the sterile field.  Tubing Set 
	Figure
	rip chamber 2 arge mounting block nlarged detector section 
	2. The drip chamber  and pump mounting section of the tubing set 2- can be passed to nonsterilehands for installation into the pump and connection to the irrigation source. . lace the large mounting block 2 into the receptacle to the left of the pump head. . ith the pump door open stretch the tubing under the pump head and insert the smaller mounting block  into the receptacle on the right side of the pump head. . lace the enlarged detector section  into the bubble detector on the right side of the pumpdoor
	. ill the tubing set with heparinied saline by pushing the purge button on the irrigation pump. old the purge button until the bubble alarm is cleared. 
	 Small mounting block uer lock end 
	 
	 

	 nspect the tubing for air bubbles before connecting to the catheter as air bubbles in thetubing may become emboli. Always verify flow from the tubing set before connecting to the catheter toensure proper irrigation. 
	. onnect the luer lock end of the tubing set  to the luer fitting of the catheter. . ollow the directions provided in the instructions for use accompanying the compatible ablationcatheter to complete catheter preparation. 

	 
	 
	nce used the device must be handled and disposed of as contaminated hospital waste. ispose of thedevice and its packaging in accordance with applicable local laws and regulations governing the disposal ofmedical waste. 

	 
	 
	Use only with the following devices: 
	  
	ea low irrigation pump A - Sphere-™ catheter A - 

	 
	 
	The following table provides the product s physical and performance characteristics. 
	ength  bag interface to peristaltic pump head: 2 cm ubble sensor to luer lock:  cm nvironmental operating conditions Store in a cool and dry place. efer to the  for the operating environmental parameters of the system. Steriliation Single use sterile device ethylene oide 

	 
	 
	The following imited arranty applies to customers within the United States only: 
	A. This imited arranty provides the following assurance to the purchaser of a Medtronic accessory hereafter referred to as roduct: 
	 Should the roduct fail to function within normal tolerances due to a defect in materials or workmanship on or before its Use y or Use efore date Medtronic will at its option: a issue a credit to the purchaser eual to the urchase rice as defined in Subsection A2 against the purchase of the replacement product or b provide a functionally comparable replacement product at no charge. 
	2 As used hereinurchase rice shall mean the lesser of the net invoiced price of the original or current functionally comparable or replacement product. 
	. To ualify for this imited arranty these conditions must be met: 
	 The roduct must be used on or before its Use y or Use efore date. 
	2 The roduct must be returned to Medtronic within  days and shall be the property of Medtronic. 
	 The roduct must not have been used for any other patient. 
	 The roduct must be used in accordance with the labeling and not altered or subected to misuse abuse accident or improper handling. 
	. This imited arranty is limited to its epress terms. n particular: 
	 cept as epressly provided by this imited arranty MT S T SS   A T TA  SUTAAMA S AS  A T A U  MA UT   T roduct T  T  AM S AS  AAT TAT TT  T  S. 
	2 This imited arranty is made only to the purchaser of the roduct. AS T A T S MT MAS  AAT SS  M U UT T  MT T A M AAT M ATA T  TSS  A AT UAUS T  A S  
	M STATUT MM A USTM  T  S.  SS  M AAT T T AT T S A T  T   S  A A. T S  MT AAT SA  T  US  M AA A T A S. 
	 The eclusions and limitations set out above are not intended to and should not be construed so as to contravene mandatory provisions of applicable law. f any part or term of this imited arranty is held to be illegal unenforceable or in conflict with applicable law by a court of competent urisdiction the validity of the remaining portions of the imited arranty shall not be affected and all rights and obligations shall beconstrued and enforced as if this imited arranty did not contain the particular part or 
	 
	 

	This imited arranty gives the purchaser specific legal rights. The purchaser may also have other rightswhich vary from state to state. 
	 o person has any authority to bind Medtronic to any representationcondition or warranty ecept thisimited arranty. This imited arranty is provided by Medtronic nc.  Medtronic arkway Minneapolis M 2-. t applies only in the United States. Areas outside the United States should contact theirlocal Medtronic representative for eact terms of the imited arranty. 
	 
	 

	Medtronic accessories are used in the etremely hostile environment of the human body. These roducts may be easily damaged by improper handling or use due to their unavoidably fragile character which is dictated by the unusual reuirements of their application. onseuently no representation or warranty is made that failure or cessation of function of the roduct will not occur or that the body will not react adversely to the roduct or that medical complications will not follow. 
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