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trlESCFIIFTION

DuraGen Plus@ Adhesion Barrier Matrix is an absonbable i fon

and as an adhesion barrierJor the
peridural fibrosis, DuraGenT
@Effis,collagenmatrix.DuraGenPiusmatrixissuoolied

ir and \

4s.n0nlnable. .p0r'ous,. collageq matrix. DuraGen Plus matrix is supplied
n0npyf0genic, rorTingre use in double peel packages in a variety of sizes,

INtrIIGATIONS FctFI USE

DuraGen Plus Adhesion Barrier Matrix is indicated as an onlay graft for the repair
and restora[ion of dural defects in cranial and spinal surgical procedures, DuraGen
Plus ma[rix is also indica[ed as an adhesion banrier for the inhibition of
post-surgical peridunal fibrosrs.

DuraGen Plus matrix readily conforms [o the surface of [he brain, spinal cord and
overlying tissues. DunaGen 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.

ln clinical evaluations, DuraGen Plus ma[rix has been demonstrated to be an
effective dural graft matrix for the following procedures:

. cranial convexity: may be used t0 cover large defects following sungery,
especially for dural loss from excision, contraction, retraction and/or shrinkage;

' Brain Swelling: intna-openative brain swelling or anlicipated postoperative swelling;

. Posterior Fossa Surgery: 1 I General use as a dural graft, 2) decompression
craniectomy and dural release for infarcts, i.e,, Postenior lnferior Cerebellar
Arteny tPlcAl infarc[s, 3) anticipated swelling afuer trauma, and 4) may be used
in Chiari decompnession procedures;

' Spinal Surgery: 1 I General use as a spinal onlay dural graf[, especrally useful for
defects arising from pinhole [ears, disc surgery, and spinal s[enosis
decompression, 2l after resection of intradural tumors, 3J onlay gnaf[ after dural
approxima[ion with sutures, 4] as a separation layen between [he dura and
overlying tissues;

'Adhesion Barrien: To inhibit post-sungical peridural fibrosis in laminectomy,
laminotomy 0r discec[omy procedures where nerve n0ots are exposed.
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MclE]E clF AGTICIN

DuraGen Plus matnix is designed as an onlay grafL for [he repair and restoration of
dutal defects in cranial and spinal surgery and as an adhesion barrier for the
inhibition of posl-surgical peridural fibrosis.

Upon implantation, DuraGen Plus matnix provides a scaffold for the infiltnation of
fibroblasts and a substrate for the dep0sition of new collagen. When used as a dural _ .r.,
graft the DunaGen Plus matrix is gradually absonbed and replaced bv endogelous /;K'
connective tissue. DuraGen ptrFi6ilix nemains iniact as an adhesion oarffi (}
between adjacent ltssues prior [o absorption.

Histological evaluation of post-implantation specimens from 100 patients
demons[ra[ed that fibroblasts penetrate in[o and pnolrferate within the collagen
ma[rix. The porous structure of the collagen matrix facililates the ingrgwth 0f
fibroblasts into [he collagen malrix gmfb. Fibroblasts were observed on the collagen
matrix fibers that pr"ovided a scaffold for [he deposition of new collagen. This pattern
of fibroblastic proliferation into the collagen matrix was initiated as early as 4 days
post implantation and was well established by '1 5 days. Encapsulation of the
matrix and/or neomembrane formation were not observed, ln samples examined
after 1 yean and up t0 5 years postoperatively, [he collagen matrix was fully
collagenized and incorporated into the dura. Encapsulation, delayed hemorrhage or
pseudotumor forma[ion did not occur.

GclNTFIAINDIGATIctNS

DuraGen Plus matr"ix 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 primary repair of spinal neural lube defects; anterior spinal surgery with
dural resection [e.9., tnansoral surgery),

. Should be used with caution in infected negions,

o Not recommended to cover dural defects involving mastoid air cells,

' Not recommended for" large defects at the skull base following surgery.

INSTEIUGTICINS FctEI USE
Pneoanation

. DunaGen Plus matrix is packaged in a double peel package. peel 0pen the outer
package, The inner package is sterile and may be placed 0n the sterile field,

'Binse surgical gloves, if necessary, t0 [emove any glove powder prior to
touching the product.



' Remove pr0duct from package using a gloved hand and aseptic technique s0 as not
t0 crush the matrix,

For Use as a Dunal Graf[

o DunaGen Plus matrix, in the dry state, can be cut to the desir"ed shape using
aseptic [echnique. The DuraGen Plus matrix graft must be large enough to
overlap the remaining dura by a minimum of one [1] cenlimeten

' Apply dt"y with either side towards lhe brain on neural tissue and then moisten with
saline.

. DuraGen Plus matrix can be repositioned as necessary.

o DuraGen Plus matrix is an onlay graft and does not requir.e suturqg. however,
tensionless,atraumaticstaysuturesmaybeuseoffi

o Closed suction wound drainage is recommended for 1-3 days post-operatively, if
dural defects are present or suspected.

o Discard any unused pieces of DuraGen plus matrix.

For Use as an Adhesion Barr^ien

o DuraGen Plus malrix, in the dry state, can be cut t0 the desired shape using
aseptic technique. The DuraGen Plus matrix must be large enough to entirely
cover the exposed tissues that require pnotection from adhesion formation.

'Alply dry or moisten with saline before application. Behydration is desirable
before application where the DuraGen plus matrix is being used to wrap
anatomical structures or where the surgical si[e is confined.

. DuraGen Plus matrix can be repositioned as necessary.

' DuraGen PIus matrix is an onlay adhesion barrier and does not require sutures,
however, fibrin glue or tensionless, atraumatic stay sutures may be used to anchor
the material in situ, if desired.

. Discard any unused pieces of DuraGen plus matrix.

SiAFETY

DuraGen Plus matrix is manufactured from collagen obtained fnom bovine
flexor tendon which is classified bv Eurooean asa
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commercially available,

The collagen used to manufactune DuraGen
manufacture of an artificial skin, absonbable

that

Plus matnix is currently used in the
hemostatic sponges, and absorbable



w0und dressings. The manufacturing process for DuraGen Plus matrix meets USA
and Eul0pean S[andatds for animal [issue sourcing, handling and inactiva[ion of
viruses and lransmissible agents. This pnocess involves a tneatment wi[h sodium
hydroxide that is a recognized method of inactivation of Spongiform Encephalopathy
pathogens.

A viral inactivatron study for the DuraGen Plus matrix manufacturing process was
conducted by an independent certified laboratory. ln this study, the sodium
hydroxide reduced the vir"al [iter to non-deteclable levels for the following viral
strains: Human lmmunodeficiency Virus Type ltHlvl, Bovine Viral Diarrhea iBVDI,
lnfectious Bovine Rhinotracheitis tlBBl, Parainfluenza Virus Type 3 iPl3l, Vesicular
Stomatilis tVSVl.

WAFINING'S
o Do not resterilize!

o Do not use if the product package is damaged or opened,

'DuraGen Plus matrix is generally not recommended for extensive skull base
surgery with dural resection; however, DuraGen Plus matrix can be used to
augment other forms of specific repair Ii.e., Fascia lata].

TFIECAUTIONSi

'There exists potential for adhesion formation if there is disruption of the
pia-arachnoid and/or in the presence of infection.

'Rinse surgical gloves t0 remove any glove powder prior to handling DuraGen plus
matrix.

'lf DuraGen Plus matrix is to be sutured, tensionless suturing technique must be
used to prevent tearrng the DuraGen plus matrix.

'The DuraGen Plus matrix graft should be cut to size ensuring an overlap lo cover
the existing dura.

' Use cau[ion when using DunaGen Plus matrix in conjunction with surgical sealants.
Clinical experience suggests that [here may be an increased risk of cer"ebrospinal
fluid ICSFI leakage in these situations.

'Fibrin glue may be used with caution as an adjunct [o repair, especially if used in
skull base procedures or intradural spinal surgery.

ADVEFISE EVENTS

Possible complications can occur with any neunosurgical procedure and include
cerebrospinal fluid leaks, infeclion, delayed hemorrhage and adhesion formation, ln
a clinical evaluation involving 1096 patients, postoperative wound infection r-ates
fon collagen graf[ matrix were reported at approximately the same rate as the
control gr0up. Postoperative cerebrospinal fluid leaks were reported in 3 of 67
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patients who underwent intradural postenior fossa pnocedunes. Macroscopic
evalua[ions revealed minimal adhesion formation only when there was signiflcant
disnuption of the pia-arachnoid, There were n0 reports of graf[ encapiulJtion,
neomembrane formation or foreign body reactions. There wene no reponts of gr.aft
rejection at histology, 1

ln a clinical study evaluating DunaGen matrix as an adhesion barrier, [here were no
reoperations in the DuraGen tneated group performed as a nesult of adverse events
attributable to the use of DuraGen and no complications resulting trom sunjicat
wound infection occurred in this group. No patients developed a ceiebrospinaliuiO
leak during follow-up. No unanticipated adverse events were reported in this study.
1 Dam on file at lntegra Lifesciences Corporation

SiINGLE.USiE trtEVIGE

DuraGen Plus Adhesion Barrier Matrix is supplied in a single-use package and is
guaranteed t0 be sterile and non-pyrogenic unless opened oiOamageO. ThE product
is intended for use as an absorbable implant and is not to be reused. Heuse of the
device can nesult in contamination and/or disease transmission.Any atternpt to
resterilize 0r reuse the producilcomponents will damage the matrix and impair its
ability to function as intended. All unused pieces must be discarded.

ETTGtEAGiE
Store at noom [emperatune.

HclW SiUP]'LIEtrt

DuraGen Plus Adhesion Barrien Matrix is supplied sterile, in single use, double
peel packages in a variety of sizes. Contents of the package ane guaranteed sterite
and nonpyrogenic unless the package is opened or damaged.

Fleference

DP-l01 1-l 2.5 cm x 2.5 cm [1 in x I in)
2.5 cm x 2.5 cm [1 in x 1 in]
2.5 cm x 7.5 cm tl in x S inl
2.5 cm x 7.5 cm tl in x J inl
5 cm x Scm (2 in x 2 inl
ScmxScm[2inx2in]
7.5 cm x 7.5 cm (3 in x S inl
7.5cmx7,5cmBinxBinl
lD cm x 12.5 cm t4 in x 5 inl
12,5cm x 17.5 cm [5 in x 7 in]

DP-501 1-t

DP-l013-l
DP-5013-l
DP-1 022-t
DP-5022-t

DP-1 033-t
DP-5033-t
DP-1 045-t
DP-1 057-t

single unit
5 units/box
single unit

5 units/box

single unit
5 units/box

single unit
5 units/box
single unit
single unit
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