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ATTENTION OF THE SURGEON
RESTORE DRTHOBIQLOGIC
SOFT TISSUE IMPLANT

DEVICE GESCRIPTION

Tre Resioie Dakebiolagle Sofl Mesys implant is monufacksrad [rom fayers of percine smaif inlesiiat
sybmusode [3IS) that are ginced alangles lap@yued 20 1s0frap's, rourd iRiplant, and siied. Tha kmalani
{s ther packogod In & MOIsEa bardor package. The divics is Iandad to funcilon 25 4 sssotbabla
scaffald that Is gradunlly resertsd wad replacod by tha paent's awn 08 ilssus.

SYERILITY AND HANDLING

Tho Fesloie Oinoblofogin Seli Tissue Implant IS gackaged dry in a double folt pouch and nas bean
teiminally ¢'ardlizad by Eleglion Baam radiatlon with a doge of 20kGy. The devices shoukl b considalad
slaife unlezs a packaping has been vpsnedar damagad, Tha devices shopld not o ulllized i slachiy
o7 packana (nisgiily Is queslionable. Remave the devica {rem e packago using actepled asaplic
{athinfque, THE AESTORE GAYHOBIOLOGID SOFT TISFUE APLANT CANNOT BE REYSED OR
RESTEAIIZED. Tha dovice musl be saaxed fer 7-10 minules In slaiis enllnebulier or walsr pdar lo
Implanting. Wurning - sosking for tonger than 30 minutes may aHaet tht integrily of
the devies.

CAUTION: The device ruat ba Kapt religoraled Doiwaen 2 and B*C (36 to 467 FL. Confirm that tho
ditvica has nol passod the axplalon dale at the ims of Implantziico. Prolect the deviee om shap
oblects and sdges halore andd during impantation. Fadersal Law (USA) restnicts (his tevice ta sule by or

ontha arder of a ghysicfan,

INDICATIONS
‘Tna Redlora GAholloiagic Soft Tissus finglaaf i2 imangss or use 1 guueral surgleat procaduras fos

rolnfoicemant of goli fissua wham wesknass exisis. In agdillon, thu Impiani is kiendad for uge In the
sgagilic apmicahon of rofaicicemant 0f 1o oI '$3ubs which nig repokied by dvivre of sclute anchors
fincHad to e sufrasginglus Juing roidtor cull siyary.

CONTRAHHDICATIONS
This produst snguld pat he glacsd In ingividuals who ofe aberglt (0 podk orpork praducls or Wit have

3 history of mulipia severa sleries, alargios te animafdorived produsls of spavariy sensitizediamuns
syslem,

Tnls pioduct is nes indlcotad iof ar Intapicd lor use In massive civonic rolatar cufl tears Ihot cannot Ba
mabilzed or whara the musclo issue has undergone subslaatial fatiy degensralion.

WARNIRGS AND PRECALTIONS

Preoperalive
Baloresuigery, lho cuigeon sitould dlscuss withihe patientad physical and mendal Entations pasticular

te the patlant and 3k aspecis of the swigery, the davice, the solisbiligian tregram and folfow-up. The
diccussfon should Includa the Emitations of any repalr, ihe possile conspquences At may msult lsm
thesw Emilatlons et thie necessity 12 follew the seigeoa’s insluekions postoperathvely.

ialranperalive

There 5 euidance Yrat the polealial for desp sepsis following Impfaatetion of dovices may be fadiced
Hythauseof prophyiecile anlivatics. £ 9 impontanllo dscoverant reatather palhalogies in e atfagted
safttissus Ihas endy alfect tho patant's abiiy 10 (0lwn 16 ackivly,

Faelaperative

For the poslupstalve managsmenl and graduat lunctional ecovery of The rapaired igsus, slict
adhersice oy ihe gallentio ihe surgean's Insirudtions and wemings!s exranaly impoianl. The pation
chowid e roleased with camplele wiltan inglrpctions snd wamings, segarding yxermisos end thargplos
[vides, Sincl adherenss 1o (ke WRION's recommanyod poslapemilive

&nd any limilations on thei
maxIzgoment plagram Js recommended.

POTENTIAL TISSUE RESPONSE IN gAALY POLT-OPERATIVE PEAIDD

When uelag the Restare Outhobiclogle Imaksnt for répixr of selt tissug, 1he devico Is expacied Ic
signdflcanily Impact the wéund healing response, Rumadeiieg Wyard natlve 15500, &5 cpposed (o
lomallonof scartissug, tsobssived when Restorsis used to faclitate and relnfoge e ragalr of tnjurnd
mussufeskelotatissues, As par ol IS ramodaling aaguadcs, the aLIGSoN can and shauld avpoct ts see
slgns of aslivo pigliteration at raspending calis end af biaod vesseEs st the ropair stio apgroximalely two
Io feur wasks posl-opeiativaly. Semavmes, this ceflylar 14spanst may be manilesfed in the tofiowing

ways:

Thee may b6 losnticed redagss and swalling thak is madarately finn, end 4 moy or may nel bowarm to
ihe foysh depanding uporn ihe deorae of new dleod vassel igimavion {anglogaaesis) Rad bicod vassol
gfaiian. The ameunt of pain is pelleat dependsnt, as it | with mos| swigaries, end 15 b par telatad o
1 zmaéum and locolinn al the soft fEsug swalfag,

I thy ptiapt endasors Vs anplafibrotss proflergilve (esponse, iha surguon tan expsttie can (i tho
socond to loudh weekposi surgery. Within four ta six weeks gost-tporallvely, Ina sespansa tesolves aad
fha subsaquan thnicat cowisa fs guusrally unuventfui 83 Hssua romedeling culisidas snd the palianl
awns 1 normal ackivity. These symotoms ehould nof bo mislaken far an infeciion.

POTENTIAL ADVERSE EFFECTY
Thefallodeg are the mast (reguent advesd oifecis or camplivallons eacauntarad In ol Wsoue repais.
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1. Iniection
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Manufactured for:

Cook Surgical

750 Daniels Way

.0, Box 458%

Bloomington, Indiana 47402 U.S A
Phone: 812-339.2238

Toilt Free: 1-800-457-4500

Toli Free Fax: 800-554-8335
wanw_cooksurgical.com

SES

INTENDED USE: SURGISIZ*GOLD™ Hernia Repair Grafl
5 intended to be implanied to reinfarce soft tissues where
weakness exisls, indications for use include the repair ot a
hernia or body wall defect, SURGISIS GOLD is supplied
sterile and is intended for ene-time use.

CAUTION: Federal {U.5.A.) law restricts this device to
sale by or on the order of a physician.

CONMTRAINDICATIONS: This davice is derived from a
porging source and should not be used in palients with
KNoWR Sensithvity (o parcing material

PRECAUTIHONS:

e not resterilize. Discard 2f open and unused portions af
the device,

SURGISIS GOLD is sterilz if the package is dry, unooenead
and undamaged. So not use if the package seal is broken,
Discard device if mishandiing has caused possibie damage
of contamination, or if the device is past its expiration date,
Ensure thal device is rehydrated prior fo culing, suluting,
stapling, or loading of the device laparoscopicaily.

Ensure thal all fayers of SURGISIS GOLD are secured
when sulwing or staphing.

Place device in maximun pessitle contact with healthy,
weli-vasculanized Lissue to encovrage cell ingrovah and
tigsue remodeling.

Suturing or stapling more than one device together may
decrease device perfarmance.

No studies have been conducied 10 evaluale the
reproductive impact of the clinical use of SURGISIS GOLD.

FPOTENTIAL COMPLICATIONS:
Possible adverse reactions with the use 0f any prasthesis
may intlude, but are not imited 12, infeclion, inflammation,

adhesion, fistula formaticn, seroma farmation, hematema,
and recurrence of tissue gefect

STORAGE: This cevice shauld be stored in a ¢lean, dry
logation al room temperature.

STERILIZATION: This gevice has been steniized with
ethylene oxide.

SUGGESTED INSTRUCTIONS FOR USING SURGISIS
GOLD

These recommendations are designed ic serve only 25 2
general guideline. They are not inlended to supersede
institutional prolecals or professional clinical judgment
conceming patient care.

NOTE: Atways handle SURGISIS GOLD using aseptic
technique.

Required dfaterials
«  Slerle forceps

= Rehydraton fiuld: room temperature, slerile saling o
sterile lactated Ringer's solution

Using gseptic technique, remove the inner Iray from is
auter bag and place the gy in the sterk field.

Open the lray carefully. Use the tray te rehydraie the
device by adding room femperature, sterile saline of
stefite jacieted Ringer's sclution.

Akow SURGISIS GOLD 1o rehydrate for atieastlan
{10} minutes prior to cutling, sutuning, stapling, or
loading, the device laparuscopically

Prepare the hernia repai sie using standard surgical
Tecnnigues

Using aseptic technique, trim SURGISIS GOLD 1o it
the site, providing a smail allowance for ovedap.
Using aseplic technigue, tansfer SURGIZIS CGOLD 1o
e surgical shie ana suture or staple into place,
avoiding excess lension.

NOTE: Surgical experience indicaies that sutiring or
stapling SURGISIS GOLD with close tissue
approximation produces better cuttomes. Fundamenial
surgical principles suygest a suture Spacing
approximately equal to suture bite depth.

7. Complete the siandarg surgicdi procedure

8  Discard any unused portions.

MOTE: interrupted sutures can provide agditional

security against recurrence of tissue defect in the event
of suture failure.

L)

If the device is cut too small for the defect, excess
tension may be plated on the suture fine. This can
result in recurrence of the original tissue defect or
development of a defect in the adjacent tissues,

MECHANICAL PROPERTIES
Norninal properties for Surgisis Gold arg hsted below:

g o SURGISISTGOLD™
roperty . .

! Herstia Repair Graft

t Suture Retertion Strength® i 3.0820721b )

] | {1387 » 325 @)

U Burst Force ( 550+ 18.131b

{44.8 > 8.2 kg
" 5-0 suture with 2 mm bile depth T

“* 25.4 mm diameter sphere

& COPYRIGHT COOK BICTECm 2004
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Manufactured for:

Cook Surgical

750 Daniels Way

P£.0. Box 489

Bicomington. Ingiana 47402 U.S.A
Phone: 812-339-2235

Toll Free: 1-800-457-4500

Toll Free Fax 800-554-8335

INTENDED USE: SURGISIS® taguinet Hernia Matrix 1s
implanted to reinforce soft tissues in the Inguna floor 1o
repair inguinal hernias.

SURGISIS® Inguina! Hernia Matrix s supplied sterile and
is intended for one-tine use.

CAUTION: Federal (U.8.A.) law restricts this device
o sale by or on the order of a physician.

CONTRAINDICATIONS: This device is derived from

a porcine source and should not te used in patienis with
kngwn sensitivity to percine maieriz!

PRECAUTIONS:

+ Do not resterilize. Discard all open-and unused

portions of the device.
« SURGISIS® Inauinal Herniz Matrix 15 stertte if the
package is dry, unopened and undamaged. Do nci

use if the package seal is brokan.
Discard device if mishandling has caused possible
damage or contamination, or if the device is past its
expiration date.
Ensure that device is rehydrated prior to cutting,
suturing, stapling, or loading of the device
laparascopically.
Care should be taken to aveild damaging the device
when leading laparoscopically. It is recommended to
load through a 10 mm or targer port,
Ensure that ail layers of SURGHISIS® Inguinat Hernia
Matrix are securgd when swturing or stapling.
Suturing or stapling morg than cne device tegether
may decrease device nerformance.
Na studies have been cenducted to evaluate the
repraductive impact of the dinical use of
SURGHSIS® inguinat Hernia taatrix

POTENTIAL COMPLICATIONS:

Possible adverse reactions with the use of any
prosthesis may include, but are not limitad to, infection.
pain, inflammaticn, adhesion, fistula formation. seroma
formation, hematoma, and recurrence of tissue defect

STORAGE; This device should be stored in a clean,
dry locgtion at room temperature,

STERILIZATION: This device nas oeen stariiized with
ethylene oxide

SUGGESTED INSTRUCTIONS FOR USING
SURGISIS® inguinal Hernia Matrix

These recommendations are desigred (0 s2rve only as a
general guidzeline. They are not intended 1o supersede

mstivtiongl pretoceis of professional clinical judgment
concerning palient care

NGTE: Always handle suRGIsIs® Inguinai Hernia
Matrix using aseplic technigue.

Reguired Materiais
« Sterile scissors (3f cuthing required)
= Rehydration fluid: room emperaiure, stente saline or
sterile \aciated Ringer's solution.
« Sterile tray

Lising aseptic tachnigue, remave the inner pouch
from the outer pouch and place 1 in the sterlie fielg.
Qpen the inner pouch carefully. Use 2 tray (o
rehydrate the device by adding room temperature
sierite saling or sterile lactated Ringer's sciution,
Ailow SURGISIS® tngunal Mermia Matrix to
rehydrate for at {east ten (10) minutes pror to

cutting, suturing, staphng. or loading the dewvice
laparoscopicaliy

Al

Prepare the hernm repanr site using standard
surgical technigues,

Using aseptic technigue, trm SURGISIS™ inguinal
Herpia Matrix to Ot tne site. providing a smail
allowance for cveriap.

Using aseptic technique, transfer SURGISIS®
Inguinal Hernia Matrix to the surgica! site and suture
or stagle into place, avoiding excess 1ension
Complete the standard surgica) procedure.

8. Discard any unused ponions,

~I

© COPYRIGHT COOK BICTECK 2004
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