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All-in-one — map | ablate | validate
Sphere-9" Catheter

Unparalleled versatility

11

mapping minutes
Average time

to complete pre-

ablation map?

« HD mapping leveraging close-
unipolar EGMs

- One, single catheter with dual-

energy’ capabilities, RF and PF
0.6%

device-related
primary adverse
events

Using RF or
PF energy*

Absolute control

- Tissue contact and stability through

Q7%

durable lesions

Per-vein durability
at 3 months?

innovative 2 mm, conformable
lattice tip

« 9 mini electrodes providing
accurate, real-time tissue
temperature monitoring'

Optimized workflow -

. Safe!? and effective'?

procedures in less time? Mitral line 5.1 minutes
using fewer wide-area
focal lesiong' 3 Roof line 1.8 minutes
. Single transseptal access A ,
g " CTl line 2.4 minutes

and zero exchanges for

optimized workflow Transpired ablation time (n = 76, PF/RF)?

Sphere-9 Catheter at a glance
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. Nitinol lattice ablation electrode
. Nine platinum-iridium mini electrodes

. Central reference electrode

. 8Fr Bi-directional steerability (D-F)

2
3
4. Central irrigation
5
6. Handle controller for mapping management
/

. Magnetic location sensors for curve visualization
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Elevating the norm
Affera™ Prism-1 Mapping Software

Built with user experience in mind, the Affera Prism-1 mapping software addresses the most
common needs of today's electrophysiologists with elegant features and an innovative suite
of software functionalities to enhance clinical workflows, now and in the future.

Intuitive interface

A modern, sleek interface
designed to enhance and
streamline the interpretation
of complex information

Integrated platform

Purposefully built for

an optimized Sphere-9
user experience and
forthcoming developments
and catheter technologies

Insightful algorithms

Innovative clinical tools to
enhance performance and
remove complexity

)

Sensor globe aggregates

real time clinical information

- Tissue temperature

« Local impedance for
contact verification

Precise delineation of complex
anatomical regions and ridges
with vein mode

gCL: 604, BPM: 99
i STIM

v 500 s | 5.0 ma
W — -150ms 23WRE | 74ms
o | MINI: Muti———

i

AutoTags and TagConnect™
features highlight visual contiguity
and orientation of ablation tags

Iy

Propagation arrow provides real
time spatiotemporal activation
information regarding the area
of interest

Leverage custom pacing
modes and configure pacing

period and amplitude using
integrated stimulator




Affera Mapping and Ablation System ordering details

Product Description Details

Includes Software, CIU, Window Field Generator, Workstation (PC mouse,

Affera Prism-1 Mapping System keyboard), Bard and Cardiolab interface accessories, cables/accessories

HexaGen™ RF Generator Includes RFG, remote control, foot pedal, cables/accessories
HexaFlow™ Irrigation Pump Includes pump, cables/accessories
HexaPulse™ PF Generator Includes PFG, cables/accessories

Note: Capital systems are customized to support the individual needs and country requirements of each customer. Please work directly with
your local sales representative to identify the correct order code.

Ordering Number | Product Description Details

AFR-00001 Sphere-9 Catheter Single use, HD mapping and ablation catheter

AFR-00007 Location Reference Patch Kit Includes 4 procedure kits

AFR-00006 Catheter Extension Cable Single use cable for use with Sphere-9 catheter

AFR-00002 Tubing Kit Includes 4 procedure kits, compatible with HexaFlow irrigation pump
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Note:

Formal product names in IFUs and user manuals may differ:
Sphere-9™ Catheter = Sphere-9™ Mapping and Ablation Catheter
Tubing Kit = HexaFlow™ Tubing Set

Brief statement

See the device manual for detailed information regarding the instructions for use,
indications, contraindications, warnings, precautions, and potential adverse events.
For further information, contact your local Medtronic representative or consult the
Medtronic website at www.medtronic.com.
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