A Legacy

Of Innovation

In Hernia Repair

BIOMATERIAL

For use in the reconstruction
of hernias and soft tissue deficiencies

and for the temporary bridging of fascial defects.

GORE CORDUROY®” Surface for tissue ingrowth
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UALMESH PLUS

BIOMATERIAL

Surface Orientation

Proper surface orientation is essential for the GORE DUALMESH® PLUS
Biomaterial to function as intended. The smooth, non-ingrowth surface is
shaded darker in comparison to the textured ingrowth surface to provide side
differentiation and to reduce glare from laparoscopic light sources. The darker
shaded surface should be placed adjacent to tissues where minimal tissue
attachment is desired. The lighter shaded surface has an open microstructure
that stimulates tissue ingrowth and should be placed adjacent to tissues
where incorporation is desired.

Suture/Staple Recommendations

= Use only nonabsorbable sutures, such as GORE-TEX® Suture, with
a noncutting needle (such as taper or piercing point). For best results,
use monofilament sutures.

m=——  Suture size should be determined by surgeon preference and the
nature of the reconstruction. A bite and spacing ratio of 1:1 is
recommended.’?

m=——  Staples or helical tacks (also known as helical coils) can be used as
an alternative to sutures. Staple size and staple or tack spacing
should be determined by surgeon preference.

Surgical Drains/Seroma

m=——  Use of a drain should reflect surgeon preference.** Closed-suction
drains rather than gravity drains are recommended to prevent
handling-related infections.

== |n any hernia defect repair it is possible for seroma to occur up to six
weeks postoperatively. Aspiration or placement of a drain, followed by
pressure dressing, may resolve the seroma.®”**

Use in a Contaminated Field/Postoperative Infection

==y GORE DUALMESH® PLUS Biomaterial is not recommended for use in
grossly infected tissue.

=== Appropriate preoperative and postoperative use of local and
systemic antibiotics is highly recommended. In the event of a
postoperative infection, an aggressive regimen of antibiotic
treatment, possibly including antibiotic irrigation, aspiration and
debridement of the affected area may resolve the infection.
Persistent infection may necessitate removal of the device.

Open Healing

== When using this device as a temporary external bridging device
where primary closure is not possible, use measures to avoid
contamination. The entire device should be removed as early as
clinically feasible, not to exceed 45 days after placement.

m=———  When using this device as a permanent implant and unintentional
exposure occurs, treat to avoid contamination, or device removal
may be necessary.

CONTRAINDICATIONS: Patients with hypersensitivity to chlorhexidine or silver; reconstruction of cardiovascular defects;
reconstruction of central nervous system or peripheral nervous system defects; pre-term and neonatal populations.
WARNINGS: Use with caution in patients with methemoglobinopathy or related disorders. When used as a temporary external
bridging device, use measures to avoid contamination; the entire device should be removed as early as clinically feasible,
not to exceed 45 days after placement. When unintentional exposure occurs, treat to avoid contamination or device removal
may be necessary. Improper positioning of the smooth non-textured surface adjacent to fascial or subcutaneous tissue will
result in minimal tissue attachment. POSSIBLE ADVERSE REACTIONS: Contamination, infection, inflammation, adhesion,
fistula formation, seroma formation, hematoma and recurrence.

Product(s) listed may not be available in all markets pending regulatory clearance.
GORE, GORE-TEX®, CORDUROY®, DUALMESH®, DUALMESH® PLUS, and designs are trademarks of W. L. Gore & Associates.
© 2000, 2001, 2004, 2008 W. L. Gore & Associates, Inc. AD0414-EN4 JANUARY 2008

CATALOGUE NUMBER
(1 mm) (2 mm) NOMINAL WIDTH X LENGTH

1DLMCPO3 1DLMCP200 10 cm x 15 cm*

1DLMCPO5 - 7.5cmx 10 cm

1DLMCPO7 1DLMCP203 20 cm x 30 cm

1DLMCP11 - 10 cm x 30 cm**




