you can rely on

In hernia and soft tissue deficiency repairs

GORE® DUALMESH® Biomaterial has a material
STRENGTH which is more than two times as strong
as the clinically derived strength requirement.
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Strength is an obvious concern when performing a structural repair such as
bridging a fascial defect in ventral hernia repair. Based upon the samples tested,
GORE® DUALMESH® Biomaterial has a statistically higher abdominal wall surface
tension than MEDTRONIC PARIETEX® Optimized composite mesh, which is above
the clinically derived strength requirement of 32 N / cm.*”?

Any absorbable barriers were removed prior to testing simply by soaking the
devices in water in order to assess long-term strength.
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* Data on file 2020; W.L Gore & Associates, Inc; Flagstaff, AZ. GURE
MEDTRONIC and PARIETEX are trademarks of Medtronic, Inc.




Strength

Strength is an obvious concern when performing a structural repair such as bridging a fascial defect in ventral / incisional
hernia repairs or in complex parastomal and diaphragmatic herina repairs or chest wall reconstructions. This has become
critical as patient BMIs continue to increase. A biomaterial must be able to serve its intended use over time without
degradation or loss in strength.

The strength requirement for intraperitoneal ventral hernia repair has been suggested in the literature as having an abdominal
wall surface tension of 32 N/cm.*-> ASTM D3786-8 was used to measure the burst strength and deformation of meshes.
This information, in conjunction with non-spherical membrane deformation models, can be used to calculate the surface
tension of several hernia materials.

Long-term performance

Long-term mesh performance is critical to a durable repair, but the physiologic environment provides a challenge to materials
susceptible to common chemical reactions like hydrolysis and oxidation. Polyester under physiological conditions can hydrolyze
over time leading to a change in properties including loss of strength. An in-vivo study on polyester grafts demonstrated a 30%
loss of strength within 10 years.® Polypropylene has been shown to oxidize over time resulting in degradation of the polymer in-vivo.®
PTFE, however, is not susceptible to either hydrolysis or oxidation due to the strong chemical bonds that make up the molecular
structure. PTFE contains carbon-carbon and carbon-fluorine bonds (C-C, C-F) which require high levels of radiation or thermal
energy in order to degrade them?’; these levels exceed normal therapeutic exposures.

Industry leader

The clinical reputation of GORE® DUALMESH® Biomaterial products for the repair and reconstruction of hernias and soft
tissue deficiencies is well known, exceeding 450 peer reviewed scientific articles published since 1996 and over
20 years of clinical history.

When a strong, durable repair is needed, GORE® DUALMESH® Biomaterial has the proven performance.®*°

Summary

The GORE® DUALMESH® Biomaterial is a dual-surface mesh comprised of a non-absorbable patch constructed entirely of expanded
polytetrafluoroethylene (ePTFE) material. The smooth visceral surface is designed to minimize tissue attachment. The textured
parietal GORE CORDUROY Surface is designed to encourage host tissue incorporation. The GORE® DUALMESH® Biomaterial is
designed for intraperitoneal placement. It is ideal for use in the reconstruction of certain hernias and soft tissue deficiencies.

For complete information regarding indications for use, contraindications, warnings, precautions, adverse reactions and
instructions for use see the published Instructions for Use (IFU) found on the eifu.goremedical.com website for your region.
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