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ny power?

Clinical evidence for using powered
Instruments in sinus surgery

Improve patient outcomes®?
Reduce operative time®’

Faster healing with less scarring’:®

Visit our lab for
hands-on training
in powered sinus
Instruments.



Americans suffer from chronic
rhinosinusitis (CRS)’

Symptoms include difficulty with nose-
breathing, excess nasal discharge, facial pain,
and loss of smell.

CRS can negatively affect health and quality
of life significantly.’

Some patients have rated CRS as more
disabling than other serious conditions, such
as angina, emphysema, and lower back pain.?

Annual costs to society has been reported to
be over $4 billion.*

When medical treatments fail, endoscopic
sinus surgery may be an option.* Surgical
success rates for CRS have been reported to
be near 70% in cases with nasal polyps and
closer to 90% in cases without.™

T Surgical success is reported here based upon the
long-term revision rates of 30% and 9.75%.




Why power?

Why use powered instruments to supplement manual?

The goal of sinus surgery is to restore ventilation and drainage while preserving
non-diseased mucosa. Procedures are performed using manual instruments alone or
together with a powered microdebrider.

The Straightshot™ M5 Microdebrider is an electric shaver that resects tissue and bone.
The Straightshot™ M5 microdebrider is compatible with our straight and curved blades
with 360 degree-rotating blade tips. It simultaneously suctions fluid from the surgical
site, improving visibility.

This brochure presents study results showing differences between using powered
and manual instruments for sinus surgery. As always, surgeons should weigh potential
benefits and risks to make the best decision for each patient.

Minimize damage
to mucosa

Normal mucosa helps warm and humidify the air, and contains thousands of cilia
that facilitate drainage. The microdebrider resects tissue more precisely and causes

less mucosal damage than traditional instruments.®®

Straightshnt M5

= 30000+

RPH

Integrated Power Console
(IPC™ system)

Straightshot™ M5 microdebrider



Why power?

A"\ Reduced
./ operative time

Using a microdebrider with rotating blades, powered FESS can remove
polyps, bone, and diseased tissue in a more time-efficient manner than
manual instruments alone.®’

|/
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MINUTES SAVED

WITH POWER
Cornet et al: Comparative study Saafan et al: Comparative study of
of manual instruments vs. manual manual instruments vs. microdebrider
instruments with the addition of in 200 patients’

the microdebrider, in 60 patients;
prospective randomized double-blind
controlled trial® Conventional instruments: 94 +/- 18 min

Fowered endoscopy: 83 +/- 15 min

Median operating time-microdebrider:
30 min

Median operating time-traditional
instruments: 41 min

Reduced
surgical bleeding

A longer operation means greater blood
loss potential. With manual instruments,
surgeons constantly have to remove a
cutting instrument and insert a suction
instrument to clear fluid/blood that
obstructs visualization.

Powered instruments enable simultaneous
cutting and suction. Microdebriders have
been shown to reduce procedure time,
reduce surgical bleeding, and improve
visibility at the operative site.®®

Shorter

healing times
As the edge dulls, a manual instrument requires
more effort to use and can pull excessive tissue.
Our laser-cut microdebrider blades ensure
a sharp edge for every patient. The powered
microdebrider with laser-cut blades facilitates
more precise removal of diseased tissue, causes

less mucosal damage, and contributes to faster
healing with less scarring.®®

Krouse et al: (Average healing time) Chart
review of microdebrider vs. traditional
techniques in 475 patients®

Microdebrider: 39 days on average
Traditional instruments: 55 days on average

Saafan et al: (Average time to mucosalization)
Comparative study of manual instruments vs.
microdebrider in 200 patients’

Powered instrument mean: 2.7 weeks (avg.)
Conventional instrument mean: 3.3 weeks (avg.)

Microdebrider Traditional

Krouse et al: Retrospective chart
review of microdebrider vs. traditional
techniques in 475 patients®

Microdebrider group: 19.5 cc blood lost
Traditional group: 44.5 cc blood lost

55 3.3

DAYS WEEKS

Average

. . 8 . . . 7
Healing time Mucosalization time’

. Microdebrider . Traditional



Why power?

Powered Integrated Power Console The Endo-Scrub™ 2 and IPC™ difference
instruments (IPC™ system) Designed to improve the ability to operate
This versatile system offers: in the presence of bleeding”"?
Since 1997, Medtronic ENT has developed a broad range of powered surgery tools for * Easy-to-use touchscreen interface

performing minimally invasive ENT procedures with greater precision and speed. e Two irrigation pumps

. - . . e Multi function foot pedal
Straightshot™ M5 Microdebrider e Powers up to four handpieces at a time:

The award-winning15 Straightshot™ M5 microdebrider features: e Straightshot™ M5 and Straightshot™ M4

microdebrider

. ‘ L o -
e \Widest variety of application-specific blades and burs e Endo-Scrub™ 2 lens cleaning sheaths

e Built-in suction to enhance visualization e Midas Rex™ Legend™ drills
. : : : . o e Midas Rex™ mi Fogging and Endo-Scrub™ 2 lens
e Factory-calibrated blades for surgical navigation with our Fusion™ system Idas kex microsaws accumulated debris can cleaning sheaths ensures
decrease visualization that fluid is evacuated
and necessitate from the sheath to keep
removing the scope the lens from fogging.
RAD™ 40 Automated EM tracking blad Straightshot™ M5 microdebrid g during a surgical
utomate racking blade raightsho microdebrider 7 e procedure for cleaning.

Straightshnt M5

Quadcut™ blade Tricut™ blade

The Endo-Scrub™ 2

Integrated Power Console
(IPC™ System)

Inferior turbinate blade 30K high-speed burs



Why power?

The importance
of training

Premium Training and Education

Studies indicate the benefits of powered FESS.
When properly used by an experienced surgeon,
research has shown that complication rates are
comparable between the microdebrider and
traditional instruments.®

Medtronic offers advanced training and education

opportunities for surgeons and OR staff.

Fducation and training in ENT, cranial, spinal,
and orthopaedic surgical products and
techniques

Quarterly OR personnel training
Support for hundreds of courses worldwide

Dr. Glen Nelson Surgeon Education
and Training Center

At our newest bioskills lab, surgeons and staff
broaden their skills through hands-on experience
with personalized curricula in the latest devices
and techniques.

Powered surgical products, including IPC™
(Integrated Power Console), Straightshot™ M5
microdebrider, Indigo™ otologic drill, Midas
Rex™ Legend™ systems

StealthStation™ ENT navigation system
Fusion™ ENT surgical navigation system
Nerve monitoring with NIM™ systems
NuVent™ sinus dilation system

Learn more at
www.medtronic.com/NelsonEducationCenter
or call (800) 874-5797.
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IPC™ System:

The IPC System is indicated for the incision/cutting, removal, drilling
and sawing of soft and hard tissue and bone in Head & Neck/ENT, Oral/
Maxillofacial and Plastic/Reconstructive/Aesthetic surgical procedures.

Risks may include electrical shock, component damage, substandard
performance, increased emissions, or decreased immunity. Do not
operate the IPC™ system in the presence of Magnetic Resonance Imaging
devices. The IPC™ system should not be used adjacent to or stacked with
other equipment. All service must be performed by Medtronic qualified
personnel only. Repair and/or modification to the IPC™ system by anyone
other than qualified service personnel may significantly compromise the
unit's ability to perform effectively and/or void the equipment warranty.

Verify reusable device was cleaned and sterilized prior to use

Always keep the cutting area of the tool away from fingers and loose
clothing to prevent laceration of user and cross-contamination through

compromised glove.

For complete use and safety information see the IFU at

https://manuals.medtronic.com/manuals/

Caution: Federal law (USA) restricts this device to sale by or on the order

of a physician.

Rx only. Refer to product instruction manual/package insert for

instructions, warnings, precautions and contraindications.

For further information, please call Medtronic ENT at 800.874.5797 or

consult Medtronic's website at www.medtronic.com/ent.
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