
Affera™ mapping  
and ablation system

Success Simplified

Intuitive. Refined. Streamlined.



Affera mapping and 
ablation system
Designed to innovatively address 
electrophysiology needs today and in the future, 
the Affera mapping and ablation system offers a 
uniquely intuitive mapping experience, delivering 
refined clinical insights and enabling streamlined 
procedural workflows as the sole platform for the 
all-in-one dual-energy Sphere-9™ catheter and 
Sphere-360™ pulsed field ablation catheter.

Sphere-9 
catheter

HexaFlow™ irrigation pump 

Responsive, automated irrigation  
and bubble detection

HexaGen™ RF generator 

Temperature-controlled RF  
energy delivery

HexaPulse™ PF generator 

Unipolar, biphasic PF energy delivery

HexaMap™ catheter  
interface unit (CIU) 

Magnetic and impedance navigation 
and map acquisition with intracardiac 
electrogram and electrocardiogram 
display, recording, and pacing

Affera™ Prism-2 
mapping software
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Sphere-360 

pulsed field 
ablation catheter



Integrated stimulator 
Expedite pacing workflows with custom pacing modes and Pace Tagging pacing analysis
Low- or zero-fluoro workflows 
Further or entirely reduce fluoroscopy time with synergy navigation 
Seamless dual-energy modality transition 
Easily and quickly transition between energy sources to deliver safe,1 durable2 lesions
Efficient lab setup 
Simplify lab and procedure preparation with direct 12-lead signal acquisition

Streamlined workflows

Refined insights

Affera Prism-2 mapping software

Intuitive mapping

Sensor globe 
Consult real-time mapping and ablation guide 
for local impedance feedback and tissue 
temperature display during RF and PF delivery 

AfferaTouch™ feature 
Real-time local impedance 
providing tissue proximity 
feedback 

PF Signature™ feature 
Visualize physiologic 
response of PF energy 
delivery to the tissue

Propagation arrow 
Assess wavefront directionality for every 
beat before, during, and after ablation

AfferaConnect™ line 
Visually confirm ablation groups 
and lesion set contiguity

Vein mode 
Enhance the precision of anatomical models 
and complex regions while minimizing the 
reliance on fluoroscopy1,2

Automatic tags 
Leverage instant analysis from lesion tags about 
lesion location, orientation, and quality, and from 
Pace Tags about paced morphology response

Automatic and continuous data collection 
Display any point regardless of the map filters used 
during collection 
Synergy navigation 
Utilize hybrid impedance and magnetic mapping 
modalities for visualization of sensor-based and  
non-sensor-based catheters 
Fast remap and cloning 
Seamlessly remap or clone an existing map for 
intraprocedural efficiencies

Beat Matching 
Filter maps to 
electrogram data 
matching the ECG 
morphology of a 
beat of interest 

Some features are only supported with the Sphere-9 catheter.



Sphere-9 catheter
Map. Ablate. Validate.

Close-Unipolar™ mapping combines 
the benefits of bipolar and unipolar 
electrograms while minimizing the 
challenges of each3 using nine mini 
surface electrodes and  
one central reference electrode.

Map

Transition from ablation to validation using a single 
transseptal access and zero exchange workflow1 with  
8 Fr bidirectional catheter design.

Confirm electrical conduction block with ease using 
exclusive pace modes specifically designed for the 
Sphere-9 catheter.

Validate

Indicated for persistent AFib and typical 
flutter using RF energy, the compressible, 
9 mm wide-area focal lattice creates 
larger lesions in less time with fewer 
applications.5,6

Ablate
Safe,1 effective,1 and durable4 
PF and RF lesions

Larger surface area compared to  
standard irrigated ablation catheters610x 
Per-vein durability at three months  
(PULSE3 waveform)297% 

11 
minutes2

5,000 
points2

PF

RF



80%

SPHERE Per-AF1

Randomized persistent AF IDE trial

25+
minutes saved

Superior procedural efficiency and 
predictability9 compared to STSF

Approaching superior  
effectiveness†

Proven safety‡

Effectiveness  
> 10 cases7

74%
Primary  

effectiveness  
rate

1.4%

Primary safety  
event rate
0 PV stenosis
0 Phrenic nerve paralysis
0 Cardiac tamponade
0 Atrio-esophageal fistula

Sphere-9 catheter
with Affera mapping and ablation system | n = 212

THERMOCOOL SMARTTOUCH™* SF (STSF)
with CARTO™* mapping system | n = 208

TWO
catheters  
used in all  
procedures

Affera system

catheter used  
in > 97% of  
procedures
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† Primary effectiveness endpoint definition: The primary effectiveness endpoint was acute procedure failure, repeat ablation at any time, or 
after three months: recurrence of AF/AFL/AT, cardioversion, or new/reinitiated/increased AAD usage.
‡ Total of 13 adverse events measured, resulted in 3 hospitalizations within 1-week post- procedure for COPD exacerbation, pulmonary 
edema, and hemoptysis. 
§ Based on a discrete event simulation of 1,000 lab days using the SPHERE Per-AF trial data. These are not endpoints from the SPHERE Per-AF 
study but rather hypothetical modeling based on the data generated from the SPHERE Per-AF study.
For a full list of safety events, review the SPHERE Per-AF manuscript.

0 primary safety events in zero-fluoro cases8

• �10x decrease in EP lab 
staff overtime§,9

• �45% increase in days with 
time for addition of a  
non-ablation procedure§,9

• �55% increase in days that 
allowed for third case 
same-day discharge§,9



The Sphere-360 catheter delivers 
predictable workflows and lasting results 
across centers — with reliability and 
confidence in your procedures.

Consistent outcomes 

Sphere-360 PFA catheter 
Rethink single shot 

Exclusively integrated with the Affera system, 
the Sphere-360 PFA catheter is an all-in-one 
system that provides navigation, mapping, 
and ablation in a single catheter.

360 integration 

Lesion creation​ 
Receive instant insights about catheter 
orientation and lesion location.​

AfferaTouch™ feature  
Real-time local impedance providing 
tissue proximity feedback.

Adapts to anatomy  
Seamlessly adjusts between a linear and  
disc shape to treat anatomies of various sizes.

Conformable lattice 
Atraumatic nitinol lattice adjusts to shape of the vein.

Span360™ lesions 
Delivers circumferential ablation with no rotation — 
requiring only four applications per vein.

Full circle ablation



per PV durability  
(75-day remap)†

No occurrence of coronary spasm, 
phrenic nerve injury, esophageal 
events, PV stenosis, TIA, stroke, or 
acute kidney injury. (N = 100)​

Lasting results

Unmatched safety 

Enhanced efficiency§

Sphere-360 catheter European study
Single-arm paroxysmal AF trial10

† Fifty patients treated with the PULSE3 optimized and most recent waveform configuration, 40 of which completed the optional 
remapping procedure.​
‡ See manuscript for all adverse event incidence.
§ Total cohort [N = 100].
◊ Four patients done with 0 fluoro; 26 patients with less than or equal to three minutes of fluoro.

efficacy 
(1-year follow-up)†

22 min LA dwell time
< 12 min PV transpired time

4
applications 

per PV

Sphere-360 system

primary 
safety events‡ 
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98% 88%

< 6 min mapping time
< 7 min fluoroscopy time◊

5.9 
seconds
per application



This material should not be considered the exclusive source of information, it does not replace or supersede information contained in the device manual(s).

Please note that the intended use of a product may vary depending on geographical approvals.

See the device manual(s) for detailed information regarding the intended use, the (implant) procedure, indications, contraindications, warnings, precautions, and 
potential adverse events.

For a MRI compatible device(s), consult the MRI information in the device manual(s) before performing a MRI.

If a device is eligible for eIFU usage, instructions for use can be found at Medtronic’s website manuals.medtronic.com.

Manuals can be viewed using a current version of any major internet browser. For best results, use Adobe Acrobat® Reader with the browser.

Medtronic products placed on European markets comply with EU and UK legislation (if applicable) on medical devices.

For any further information, contact your local Medtronic representative and/or consult Medtronic’s websites.

Medtronic medical devices marketed in Spain are in compliance with the Spanish legislation in force.

This promotional material is only intended for HCPs.
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