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Supris®
Retropubic Sling System

Coloplast partnered with physicians to design the patented
Supris” Retropubic Sling System which consists of the Supris
implantable midurethral sling and disposable introducers that
allow for either a retropubic top-down or bottom-up approach.
It is indicated for the surgical treatment of female stress urinary
incontinence (SUI) resulting from urethral hypermobility and/or
intrinsic sphincter deficiency.?

Dual-use
introducers

Distinct curve for use in both
a retropubic top-down or
bottom-up approach

Macroporous

: design
P re d I Cta b le allows for optimal
tension

tissue integration*
Mesh facilitates
positioning
during surgery*

Coloplast SUI Mesh

Predictable tension mesh that facilitates positioning during surgery.
Macroporous design allows for optimal tissue integration and provides
a surface area as a backboard to support the urethra.! It may look a
little different but the reasons are purposefully clear:

Pore size Elasticity
About 5x the minimum Low: 7.5%
Thinness Fiber size

Lower than others
on the market: .08 mm

About half as thin as others on
the market: < .30 mm

Density Total material/mass
Lower than others Low amount of total
on the market: 80 g/m? material implanted

To Order Call Toll Free 800.258.3476
This product may be ordered directly from Coloplast.

Supris® Retropubic Sling System PuLT(:)h'\(;llse QG%R,?" Item

60 cm Sling EA 1

Retropubic Introducers 93-4450

(top-down or bottom-up) EA 2



Coloplast Delivers Confidence

Scan to learn more
about Supris®

SUPRIS® RETROPUBIC SLING SYSTEM
BRIEF STATEMENT

Indications:

The Supris Retropubic Kit consists of the Supris
implantable midurethral support sling and
disposable introducers for placement using a
“top-down” or “bottom-up” retropubic surgical
approach. The Supris sling and introducers are
indicated for the surgical treatment of female
stress urinary incontinence (SUI), resulting
from urethral hypermaobility and/or intrinsic
sphincter deficiency.

Contraindications:

It is the responsibility of the physician to advise
the prospective patients or their representatives,
prior to surgery, of the contraindications associated
with the use of this product. The Supris Retropubic
Kit is contraindicated for use in patients with the
following conditions:

« Pregnancy or desire for future pregnancy
« Potential for further growth (e.g., adolescents)

« Known active urinary tract infection and/or
infection in operative field

« Taking anti-coagulant therapy
« Abnormal urethra (e.g., fistula, diverticulum)
« Intraoperative urethral injury

« Any condition, including known or suspected
pelvic pathology, which could compromise
implant or implant placement

- Sensitivity/allergy to polypropylene

Warnings and Precautions:

It is the responsibility of the physician to advise
the prospective patients or their representatives,
prior to surgery, of the warnings and precautions
associated with the use of this product and the
associated surgical risks.

Warnings:

The Supris Retropubic Kit should only be used by
physicians familiar with the surgical procedures
and techniques involving transvaginal placement
of non-absorbable, synthetic mesh slings and who
have adequate education and experience in the
treatment of female SUI.

A thorough assessment of each patient should be
made to determine the suitability of a synthetic
mesh sling procedure.

References
1. Data on file at Coloplast.

The patient should be counseled that alternative
incontinence treatments may be appropriate, and
the reason for choosing a mesh sling procedure
should be explained.

Obtain patient consent prior to surgery and ensure
that the patient has an understanding of the
postoperative risks and potential complications
of transvaginal mesh sling surgery.

Patient counseling should include a discussion that
the sling to be implanted is a permanent implant
and that some complications associated with

the implanted mesh sling may require additional
surgery; repeat surgery may not resolve these
complications. Serious adverse tissue responses
or infection may require removal of mesh, and
complete removal of the sling may not always

be possible. Individuals may have varying degrees
of collagen laydown that may result in scarring.

As with all surgical procedures, patients with
certain underlying conditions may be more
susceptible to postoperative bleeding, impaired
blood supply, compromised/delayed healing, or
other complications and adverse events.

The risks and benefits of using Supris should be
considered in patients.

Any future pregnancy could negate the benefits
of this surgical procedure. Patients should report
any bleeding, pain, abnormal vaginal discharge
or sign of infection that occur at any time.

Do not use product that has damaged or
opened packaging, or has expired, as sterility
may be compromised.

The procedure to insert the Supris sling requires
good knowledge of pelvic anatomy and the
correct use of the introducer needles in order to
avoid damage to adjacent anatomical structures.

Potential Complications

Adverse events are known to occur with
transvaginal synthetic sling procedures and
implants. Adverse events following mesh
implantation may be de novo, persistent,
worsening, transient, or permanent.

Adverse events may include but are not limited
to: abscess (acute or delayed), adhesion/scar
formation, allergy, hypersensitivity or other
immune reaction, bleeding, hemorrhage or
hematoma, bowel obstruction, dehiscence,
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It all started in 1954 with Elise Sorensen, a nurse who wanted to help her sister regain
confidence and control. After having an ostomy operation, her sister was afraid to go out
in public for fear of leakage. Elise worked with engineer Aage Louis-Hansen to develop the
world's first adhesive ostomy bag for greater protection and control. Today, Coloplast is an
environmentally conscious global leader in ostomy care, wound and skin care, and urology
care products that improve lives for millions of people around the world.

delayed wound healing, extrusion, erosion or
exposure of mesh sling into the vagina or other
structures or organs, fistula formation, infection,
inflammation (acute or chronic), local irritation,
necrosis, de novo and/or worsening dyspareunia,
neuromuscular symptoms (acute or chronic), pain
(acute or chronic), partner pain and/or discomfort
during intercourse, perforation or injury of soft
tissue (e.g., muscles, nerves, vessels), structures,
or organs (e.g., bone, bladder, urethra, ureters,
vagina), seroma, sling migration, bladder storage
dysfunction (e.g., increased daytime frequency,
urgency, nocturia, overactive bladder, urinary
incontinence), ureteral obstruction, urinary tract
infection, voiding symptoms (e.g., dysuria, urinary
retention, incomplete emptying, straining, positional
voiding, weak stream), granulation tissue formation,
palpable mesh (patient and/or partner), sexual
dysfunction, vaginal discharge (abnormal) and
vaginal scarring or tightening.

The occurrence of these events may require one
or more revision surgeries, including removal of
the sling.

Complete removal of the sling may not always be
possible, and additional surgeries may not always
fully correct the complications.

There may be unresolved pain with or without
mesh sling explantation.

The information provided is not comprehensive
with regard to product risks. For a comprehensive
listing of indications, contraindications, warnings,
precautions, and adverse events refer to the
product’s Instructions for Use. Alternatively,

you may contact a Coloplast representative

at 1-800-258-3476 and/or visit the company
website at www.coloplast.com.

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