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Dural Repair Catalogue

Limit the uncertainties at the closure stage with DuraGen®
and DuraSeal°, the complete solution to achieve an effective
dural watertightness in cranial and spinal procedures
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1. The DuraGen’® Family

1.1. The Ultra Pure Collagen™ Technology

The DuraGen® Family of dural regeneration matrices has been specifically designed for restoration and repair of the dura mater.
The DuraGen® Family is manufactured from a controlled collagen source, and treated using a process intended to eliminate antigenic
components: the Ultra Pure Collagen™ Technology.

1.2. Mode of action of the Integra dural regenerative matrices

The histological post-implantation evaluation from 100 patients' has shown that fibroblasts migrate into the collagen matrix and
proliferate. The porous structure of the collagen matrix supports the fibroblasts growth into the graft. Fibroblasts have been observed
using the collagen fibers of the matrix as a scaffold for the new layer of collagen formed.
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1. NAROTAM PK, et al. A clinicopathological study of collagen sponge as a dural graft in neurosurgery. | Neurosurg 82:406-412, 1995
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DuraGen°® Plus matrix

Designed for the repair and restoration of dural defects in cranial and spinal procedures, and as an adhesion barrier for the reduction of
peridural fibrosis.

Onlay graft (no need of sutures)

Stay in place thanks to tension surface

30% Increased in tensile strength*

Dedicated size for Trauma/DHC** (12.5cm x 17.5cm)

Performance

DuraGen® Plus matrix

Reference Size Unit(s)
DP1o11l 1inx1in (2.5 cmx2.5cm) 1
DP5o11l 1inx1in (2.5 cmx 2.5 cm) 5
DP1013l 1inx3in(2.5cmx7.5cm) 1
i DP5013l 1inx3in (2.5 cmx 7.5 cm) 5
L DP1022l 2inx2in(5cmx5cm) 1
it DP5022I 2inx2in(5cmx5cm) 5
¢ : DP1033l 3inx3in(7.5cmx7.5cm) 1
: DP5033l 3inx3in (7.5 cmx 7.5 cm) 5
DP1045l 4inx5in (10cmx12.5 cm) 1
DP1057I 5inx7in(12.5cmx17.5 cm) 1

DuraGen® Plus matrix readily conforms to the surface of the brain, spinal cord and overlying tissues. DuraGen® Plus matrix may be used to close dural defects following traumatic injury,
excision, retraction or shrinkage. DuraGen® Plus matrix may be used to supplement primary closure. DuraGen® Plus may be used for the following procedures: -Cranial Convexity: may be
used to cover large defects following surgery, especially for dural loss from excision, contraction, retraction and/or shrinkage; -Brain Swelling: intra-operative brain swelling or anticipated
postoperative swelling; -Posterior Fossa Surgery: 1) General use as a dural graft, 2) decompression craniectomy and dural release for infarcts, i.e., Posterior Inferior Cerebellar Artery (PICA)
infarcts, 3) anticipated swelling after trauma, and 4) may be used in Chiari decompression procedures; -Spinal Surgery: 1) General use as a spinal onlay dural graft, especially useful for defects
arising from pinhole tears, disc surgery, and spinal stenosis decompression, 2) after resection of intradural tumors, 3) onlay graft after dural approximation with sutures, 4) as a separation
layer between the dura and overlying tissues; -Adhesion Barrier: To inhibit post-surgical peridural fibrosis in laminectomy, laminotomy or discectomy procedures where nerve roots are
exposed.

DuraGen® Plus matrix is not designed, sold or intended for use except as described in the indications for use and is contraindicated in the following situations: for patients with a known
history of hyper sensitivity to bovine derived materials ; for repair of spinal neural tube defects; anterior spinal surgery with dural resection (e.G., Trans oral surgery). Should be used with
caution in infected regions. Not recommended to cover dural defects involving mastoid air cells. Not recommended for large defects at the skull base following surgery.

*Compared with DuraGen® matrix, the 1st generation of Integra dural grafts.
**Decompressive Hemicraniectomy.
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Suturable DuraGen® matrix

Designed for the repair and restoration of dural defects in cranial and spinal procedures.

Suturable graft

Bilayer

Improved graft strength to retain sutures

Large choice of sizes (from 2.5x7.5cm to 10x12.5cm)

Adaptability

Suturable DuraGen® matrix

Reference Size Unit(s)
DURS1391ITL 1inx3in(2.5cmx 7.5 cm) 1
. y DURS1395ITL 1inx3in (2.5 cm x 7.5 cm) 5
fed® y DURS2291ITL 2inx2in(5cmx5cm) 1
ey DURS2295ITL 2inx2in (5cmx5cm) 5
- ¥ 4 DURS3391ITL 3inx3in (75 cmx7.5cm) 1
4 DURS3395ITL 3inx3in (7.5 cmx 7.5 cm) 5
g DURS4591ITL 4inx5in (10cmx12.5cm) 1

Suturable DuraGen® matrix readily conforms to the surface of the brain and overlying tissues. Suturable DuraGen® matrix may be used to close dural defects following traumatic injury,
excision, retraction or shrinkage. Suturable DuraGen® matrix may be used to supplement primary closure. Suturable DuraGen® matrix may be used in the following procedures: -Cranial
Convexity: may be used to cover large defects following surgery, especially for dural loss from excision, contraction, retraction and/or shrinkage; -Brain Swelling: intra-operative brain
swelling or anticipated postoperative swelling; -Posterior Fossa Surgery: 1) General use as a dural graft, 2) decompression craniectomy and dural release for infarcts, i.e., Posterior Inferior
Cerebellar Artery (PICA) infarcts, 3) anticipated swelling after trauma, and 4) may be used in Chiari decompression procedures; -Spinal Surgery: 1) General use as a spinal dural graft, especially
useful for defects arising from pinhole tears, disc surgery, and spinal stenosis decompression, 2) after resection of intradural tumors, 3) onlay graft after dural approximation with sutures, and
4) as a separation layer between the dura and overlying tissues.

Suturable DuraGen® is not designed, sold or intended for use except as described in the indications for use and is contraindicated in the following situations: « For patients with a known
history of hypersensitivity to bovine derived materials.  Should be used with caution in infected regions.
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DuraGen°® Secure matrix

Designed for the repair and restoration of dural defects in cranial and spinal procedures.

Onlay graft (no need of sutures)

Cellulose microlayer (to reduce the risk of displacement)

Enhanced contact assurance at the dural margins

Large choice of sizes (from 2.5x2.5cm to 7.5x7.5cm)

Contact

DuraGen’ Secure matrix

Reference Size Units
DRM1o11l 1inx1in (2.5 cmx 2.5 cm) 1
DRM1013I 1inx3in (2.5cmx 7.5 cm) 1
DRM1022l 2inx2in(5cmx5cm) 1
DRM1033l 3inx3in (7.5 cmx 7.5 cm) 1

DuraGen® Secure matrix readily conforms to the surface of the brain, spinal cord and overlying tissues. DuraGen® Secure matrix may be used to close dural defects following traumatic injury,
excision, retraction or shrinkage. DuraGen® Secure matrix may be used to supplement primary closure. DuraGen® Secure matrix may be used in the following procedures: -Cranial Convexity:
may be used to cover large defects following surgery, especially for dural loss from excision, contraction, retraction and/or shrinkage; -Brain Swelling: intra-operative brain swelling or
anticipated postoperative swelling; -Posterior Fossa Surgery: 1) General use as a dural graft, 2) decompression craniectomy and dural release for infarcts, i.e., Posterior Inferior Cerebellar
Artery (PICA) infarcts, 3) anticipated swelling after trauma, and 4) may be used in Chiari decompression procedures; -Spinal Surgery: 1) General use as a spinal onlay dural graft, especially
useful for defects arising from pinhole tears, disc surgery, and spinal stenosis decompression, 2) after resection of intradural tumors, 3) onlay graft after dural approximation with sutures, 4)
as a separation layer between the dura and overlying tissues.

DuraGen® Secure matrix is not designed, sold or intended for use except as described in the Indications for Use and is contraindicated in the following situations: -For patients with a known
history of hypersensitivity to bovine derived materials. -For repair of spinal neural tube defects or anterior spinal surgery with dural resection. Should be used with caution in infected
regions. -Not recommended to cover dural defects involving mastoid air cells. -Not recommended for large defects at the skull base following surgery.

Dural Repair Products Catalogue
DOCUMENT FOR USE IN EUROPE, MIDDLE-EAST and AFRICA ONLY.



ADIVISION OF INTEGRA LIFESCIENCE:
C O maIT

SPECIALTY SURGICAL

2. The DuraSeal® Family

2.1. The PEG Hydrogel Technology

Dural Repair Catalogue - Sealants

The DuraSeal® Family of sealants has been specifically designed for use as adjuncts to standard methods of dural repair, such as sutures, to
provide watertight closure intraoperatively and through the critical healing period. The DuraSeal® Family is manufactured with a specific
polymertechnology, combining a PEG ester (Polyethylene Glycol) and Trilysine amine, and resulting in a flexible and biocompatible hydrogel.

2.2. Mode of action of the Integra

PozicijaNr 11
dural sealants Y

The polymerization is the mechanics behind the formation of the hydrogel. The resulting surgical sealant hydrogels contain more than
90% water. When the 2 precursors mix, the trilysine amine locate on the terminations of the PEG molecules and allow crosslinking to
occur. Hydrolysis releases the soluble PEG molecules and trilysine molecules into the water.
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DuraSeal’ Sealant

Designed for use as an adjunct to standard methods of dural repair, such as sutures, to provide watertight closure during procedures.

Pozicija Nr 11

Forms a seal in seconds’

Withstand critical CSF pressures

Absorbed in 4-8 weeks? (cover the critical healing period of the dura)

Ready in less than 2 min’

DuraSeal’ Sealant System

Product Code Size Unit(s)
DSD5001 Cranial Sealant - smL 1
DSD5005 Cranial Sealant - smL 5

;]

Pozicija Nr 11

The DuraSeal® sealant system is intended for use as an adjunct to standard methods of dural repair, such as sutures, to provide watertight closure. Do not
apply the DuraSeal® Sealant in abdominopelvic surgical procedures for use as a sealant or adhesion barrier.

1.Campbell PK. et al. Evaluation of Absorbable Surgical Sealants. In vitro Testing LT-6000-016 Rev. Confluent Surgical, Inc., Waltham, MA 02451, 2005.
2. DuraSeal® Tender Package ref. 0274115, page 3.
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