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DEVICE OESCRWriON
Tnt" Res:\l16 OIlr.obi;Jlaglc Soli n(;l>~!l Impl,Ml is mnllUfactufillf from ;~yCr5 QI pordllt.l.:;m~11 inl~M'la)

~Ullmu.:OIIl (SIS) 11181 arQfJ:~cllrl at",n~I651oproa\'ll611n ~D!rap>;:. IQiJr,dlmplanl, and IJnc<!. Thelm.llJanl
(~'lien pnc.~ogod In a mo.'Slu[Q Q;;r{lorp!lC~i1g ... Th.1) d~\'LCIl is Inlnnd'ad 10 funCllotl as illt!50JlJa!lJil

.scaffold t~a115 gfilcll!AJ:y rG.crcai1 ~nr1 f!J9I;)Clld by Ihe f1ilI16nl'~ awn &j)tlll~'1JIl.

S'(F,R[UTY AND }IANDLING

TIlII ROfMllI 0,1I\Oblo;oij'" S(lf[ Tis,ue Imp03pl IS' pilcke\lelJ Ifry in ill!oubla fall poucll ana tla~ Dean
termm a!iyfi!a(ni~/ld by Era WOIl ae~m rad!allon wllh a doss 0120 kGy. 1118 aevicQ!I sl1oul:1 bC,l consido:ed
51017>9 un~~s Ina pack.iJgilq I1~S bel;1!l lJ{l6lludar Jamaged, The devicllsst\OVJef not Da uillizea If ;.!c(.II~{

01 pUkaga Inleglill' Is qu~~IIUfI~ble, R;;mow, the tieviaa {rom 11m packago uslflg: ac(;eplcd IlSOpriC
II;1t;hrdquQ, THE RESTORE OllTHOB10LOGlG SOFT TISSUE IMPLAflTCANIIOT flE REUSED OR
AI::SfEf11L1ZEO. 1M UO'J!te mlJ~l be SIHked [Of ]""10 mfllulilS lrt ,ISliia &1l111l{).'!Jufl6f or Willer pI!or 10
Im\l:~f\Ur>9. Wuroing • sooklng for longer Ih<Hl. 3D mlnut<.!s mAy affl!ct the Integrity of
the dcvh::n_
CAUTION: Tilt! devlct! must De k:apt (t!IT(gOflJlcl1lJU\WlIeil 2 and s'C (35 to qv"r/. Cl:1I1firrn 1I1111lhu
dcvleo has nOI P<lssod lI'll;l 1I1plralfoft duln aline lima of lrnplBnlaliofl, f'rnillollne OIlV:CO [10m ShMp
01J)l:C1S IilIH! 8LJa:e~ oatore af\IJl:'urin(J Imp:<Jnkill::m, Fl'lde181 Law(USA) rQSlIi~!S Ih!s uevlce ro:;uffJ ll'{ or
onlfH!; llfder ola phy.s!CJ~[j,

HJDICA110NS
TOG R6'Slora Ql1hOllJCllIoie SOlllissue IrnplJnl J!I Int!lnoetJ for USII 10 91.1Ll~wl 6urgIcal procedul<)s fOI
rolilklrcemanl of toll li~s~e <'/Mlil weakoa5~ 8x!£I~, fll "odl(lO<1, lIlU Impl~t'L1 is i'\landad {or usa [lltha
Splltilk: lIpp;icalloll (II roIM<:wsm6(,{1l1Iho SOr! 11~~",l)~ ",/1;011 'WI r~polled b\' 3uJUt9 Of ~ulu(Q iHlchof6
:ifl~lIad 10 lhll supJaspinRI.ts ql,llJn\l (OllllOr cull ~\H!l0l)l.

CONTRAlflDlCA1ION5
Tnis prolfu~l snaultl (101 tm placllllin Imjiv:duel5 who ole aVerG!c fO pQ(~ orpolk p((ldH~ISor \'i~O Mv!!
a hlswry oj mll!l!pia sc-vcilllJlle(fj;es, alla 'g;a,;10 ollimaldor;vmI plOduelS Of ~fl o\I'(Jliy sensiliwl.! Immun 0
sySlem.
Tnls produclls 1"10\ indlcofad lor Of Inlonlled Jor use In !1\lsSlvlJ ehronk: rolalor cult II/all> II;;.>! uannol Ull
ffiobi,Jzed III I\in~la llle mlssdD (issue h~r. um::lwgolllJ sutlsliH1lialllllll'd~yenlll<JUO[l,

WAIINlNGS AND PIlEC.... UrrONS
PreDperall'lc
Ba/orc aUI(lBry, JI10 CUJ!OIW\ should dIscuss WIII\ Ilia p~!lenlnil ph)/s!cal afldmenial !:mllal:Qn~ pan/cula r
(ollie pallanl ami all lIsj)llcls of lh.e su/glll}'. Ille dalf[cc, lila /oliabllilollrlfl pragfllm ;I/]d lo'row,up, Tho
di!:tus.!foll snoold Includl11nll ~milaliolis or any repair, 1M Jlos:s~:econsllquencas \l1al may row:! 116m

IhiSI1 (milaltons smllhe flCl:lls.lwt:> lollow IhQ surgaon's [flSlructions po5l0per.'lllvaly.
InlrilopetaHue
There Is evIdence \hat lha ~olllnrtal lor desp sepsis !olloIVir.g imp!~nlkl!ol1 0/ dnv(C'Cs may oe: (tld~ClH:l

brlll& usc of plOphylllclie 9nUblo:jc:s. Jl i:J lmpOl'l3nl!0 oi~covar ;:IOU [HVl!olhcrflllI110IClOif'S!f\ lIle aJfe:Clcd
so111'ssu9 Ihol may alfect th~ pJlh1l11'l> ub!lIty 10 tOluml0 m:ll"lly,
PCll!Operllllve
FOl Ihc p()SrOp~fll~'v9 rr.ana!lBmel11 and tlliH]ual (oocUooal re;;uvtlry oj Ih.tl lapa!rtd Ii~suo, 61liet
adh~lont911rlhB pall!J.llllo the ~IHgllon'l; :n~IfJiclions <ll1dvromings Is \lxtrel11iltyfmp 011ll111. The pelionl
chou!d b[l rof~asBrj wilh complele wrm~n iJJs!rllclions !Jod lVam:ng5, wgard[0S! lI~cfl:l~o~ eml \hll~p!il'5
llnd s;n)' lianile!lofl.li on IIIQlf aellvllles, Slt;c1 al!h",rento IQ Ihll JUrgl(lO',. meommMl1od posloperfltiv9
m,l<1ag(l{flfnlprogram Js recomrneo(f~d,
POTENTIAl. TISSUE: RESPONSI! Ul f:!'ARL'! POGT·OPERA1IVEPI;AIOD
Wilen U9:TlJ lhtl n"SIOf/) Ortho()iologle Im?1a111 for rep'ljr 01 soil lisSlJ$. 1111) dev/co Is OllllaC!ed Ie
:;.;grlllcanlly [mpilcl lllll wQund 11l!QI:I1!J resllon,e, AI;l[l)QdBlh~ IOward nallv8 11sSlfO. 85 opposed 10
101l11~llr)llol seJrfissua, fSOO::;Bf\'eoVcftt:n AilSlolBis used 10 fllc~irl\lr:and lefnlotee: Ihefll'palrollr1;Vmn
musetJfos1{e!ell!IU~5uU,As l/al1 ollllls ramodaling BaqUllnca, Ihtt ~l,lI1l901f C'lln Bl10 sheurd ll~po~r tu sl!e
sliJI$ ollloHvlt pil,llile(tlUO<l o! Illsponding ClI~s gnd 01 b:olJl:l VI!SSI!~ allho top;:rlr sIlo appIO~rmale!y tI'.'O
10 (wr \~eeks poSl-!lf!el-alivaly, SCm6\lmeS. til!!; cellI/Jar rl!Sll0l15e may bl:' mlll1i1c~led' ifllhe jO~lllwing

wav~;

Ti'!:l'" maybo locnhfed I/lOl1es& and &WlIftn!jlllul Is fl\Qdellllcly linn, and I( llIUy Qr """'I' nol bowJrm 10
Ill.. !ouch dependlllg UP"f1 the degree 01 ncw bfood vc:;sc! !olmal1on (3I1gi09aI1115Is)!lrtd blood 'Jossol
oaalloo, Tlln Gmuut1l 01 p~I" l!lo pallenl <fcpeOOGIlI,::IS It 1:1 with mnslSUlgaries, arid I~ Hlllart l61~fad to
I~~ !I1T,ol!n1 and Iocol:an o! H'1Et /inti ll,suo ~wel'ln9,

II 11'll1 paliemlund9f1JOp.& Ill's anQlo,fi)louS plol:lolill!1Ie IIISPonse, Ilia liur(l~nTle~n Illl!lcclftlGetl Uln rho
sC(:ono If) IClUrih waekpOSl surgeI)'. 'Alllhn (our to :&lx wel!k~ Po,I-OporaJlvely, I~G lespofl56 {Qso11l9S aMI
I~fl suliseqllanl cllll/CdI coulse rs l/uliBral1y Uf\U"aIlf{ul (IS liWJCt (nmod'elll1g 6Lia/das snd (M p;llianl
ralllln51U tlClrmal Aclivi~y. Thesc syJrol!lOms ohllu!d f1()1 bo rr.lsl8kel"l for 00 iolet.:!lw.
PO,EtlnAL ADVERSF. ETFI:;CfS
Tlie{lI)~O\'tI'lJgore!he most [roquenl odvan;o o!lcc::; Of complil'''Por.s eneoufllcrad In soH It.sSUO 18pJil.
General

1, In(,,~jioll

2 AdlH!3ions
3, Slerllo eflusfon
4, lr\3\Qblllfy

5. Incr~a$ad aWIl9ss poslOpuIIIHvely
Ii Gonefll! riS~s assu~~led wim slIlllcry ijmJ ,lflCStOO5;J SUCh ~s n~UIO:oglcJI, eiHd!ilt <Inti

(e$p~latOIY deli.il,
Polentla! Device TeJaled H1ok:s

1. Slla1c/llno fl,' re<trln!l' of Ih~ dovictf
<!, $lillness
3, Chronic 6Yl1f)vil!s or allusion
4. ProtOrloodpoSIOjlelllllYIJ reh<loMilaHClft
5, Os!ayed or f!lllsd fr,cOJporalloll 01 Ihl} dO"'c9 (laHufe o! 1M do,me lit bn fCplllccd oy l1altlfiil

ICssuos)
6. Immunologic (cueikll1

Ai: vtil11 an.,. surnical P10llBduiG ~!I~ Imll!Jl\j aavje-e, no ,1 ~sur,lnces or ouarl11110Cs ctill Ilo nnde f1l g.lJlling
t/'.a pOSloperolive oulcom~ orll1(lgl9fm l~sullS

DCPll't lIr1ho~;;edl':s, IIIC_
rao [}.1Jnp,~CICOlrJte DePuY~J~1'fl.I~~~65iO

agct"\r<n\.gor.,<ftfl\ W1'jl'''r TH +\ (6~OI365 8l.H
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Hernia Repair Graft



iSURGISIS~GOLD'"
HERNIA REPAIR GR:\FT
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Manufactured for:

Cook Surgical
750 Daniels Way
P.O. Box 489
Bloomington. Indiana 47402 U.S A
Phone: 812-339-2235
Toll Free: 1-800-457-4500
Toll Free Fax: 800-554-8335
www.cooksurglcal.com
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INTENDED USE; SURGrSlS~GOLD7"'-Hernia Repair Graft
IS intended to be impianled to rein!orce soft tissues where
weak.ness exists. Indications fer use include the repair 01 a
hernia Of body wall defect. SURGl51S GOLD is supplied
sterile and is intenoed for ene-time uSe.

CAUTiON: Federal (U.S.A.) law restricts this device to
sale by or on the order of a physician.

CONTRAINDICATIONS: 1his device 'IS derived from a
porcine source ana should nOl be used in palients with
known sens1th,ity '0 porcim, material

PRECAUTIONS:
Do not resteriliz(', D\scard 21', op<::n and unused pO:iions o~

the de.... ice.
SURGlS1S GOLD is S1eril-: i~ the pac~age is dry, unopened
and undamaged, Do not use if lhe package seal is broken,
Discard device if mishandling has caused possible damage
or c00.taminalicn, or if the device is past its expira:,iof) date
Ensure that device is rehydrated prior to cutting. sUluring.
stapling, or loading of the de....ice laparosCOpically,
Ensure that all layers of SURGISIS GOLD are secured
when suturing or stapling.
Place device in maximum possible ccnt.;lct with health~,

well-vascularized tissue to encQurage cell ingro\',th and
tissue remodeling
Suturing or stapling more !l1an one device together may
decrease del/ice periorrn;;lnce.
No studies have been CondUCied to evaluate the
reproductive impact of the clinical use of SURGJSIS GOLD

POTENTIAL COMPLICATIONS:
Possible adverse reactions w;.th the use o~ an.y prosthesis
may include, but are not limited to, infection. inflammation,
adhesion, fistula !or;na{iCn, seroma formation, hematoma.
and recurrence of tissue defect

STORAGE: This c:evice should be stored in a c:ean, dry
locatioil at room temperature.

STERILIZATION: Tliis device has been steriliz.ed with
ethylene oxide.

SUGGESTED INSTRUCTiONS FOR USING SURGISiS
GOLD

These recommendations are deSigned to .serve only as a
general guideline, They are not intended to supersede
insliil,ltional protocols or professional clinical judgment
concerning patient care.

NOTE: Always handle SUR,GISIS GOLD using aseptic
technique.

Requ,red Ma~erials

Sterile forceps
Rehyoratlon fluid room temperature. :>lerile saltnij or
sterile lactated Ringer'S SQlution

Using o::.septic lechnlCjue. remove the Inner Ir2JY from its
outer baS and place the 1,zy In me sterile field

2. Open the tray carefully. Use the tray to rehydr.:;:t\e lh{::
d€-\lice by adding room temperature, sterile salin"" or
sterile lac,eled Ringer'S solution

3. Allow SURGrSfS GOLD 10 rehydra1e for at least len
(10) minutes prior to cutting, sulu;ing. stapling, or
loading, the device laparoscopical!~

4 Prepare the hernia repair site uSing stanaard surgical

techniques

5. Using asepiic tecnnique, trim SURGISIS GOLD to fl"
the site, prov'lding a small aUo~Jan~ for overlap

5 Uo:.in9 aseptic t$Chnlque, transfer SURGISIS GOLD 10
the surgical site <:1M SUlure or staple into place.
avo'ld'lng excess 'Iension.

NOTE: Surgical experience indicates that suturing or
sta;::ling SURGISIS GOLD with dose tissue
approximation produces better outcomes. Fundamental
surgical principles sugSest a suture spacing
approximately equal to suture bite depth.
7 Complete the siandaro surgical proced~fe

8 DisC<lrd any unused portions

NOTE'. Interrupt~d sutures can provide additional
security 8gaiilst recurrence of tissue detect fn the event
of suture failure.

If the device is ellt too smaH far the ddect, e:>;cess
tension may be placw on the suture line. This can
result in recurrence of the ()riginal tissue defl2'ct or
de ...elo~nt of a o~fecl in the adjacent tissues,

MECHANICAL PROPERTIES

Nominal properties for Surgisis Gold are hsted below
p ----.~ ----suR'GISISsGOlD'l>'I --

roperty Hernia Repair Graft

-S·u\ure Retention Stfength~ 3.08 t O}2 Ib

I I P397t325g)
I BLi~sl Force·' \ 99.0 ± 18,131b---'

(44,9:t 82 kg)
• 5-0 suture with imm-bile depth --- .------.--
'·25.4 mm diameter sphere

C' COoYRiG:-'T COOK 8)C~ECh 20J4



Instructions for Use
Surgisis IHM

Inguinal Hernia Matrix



These recorrmel"\cia~ior"lsare de igned to S~fYe only as ::;.
g€:n~(al guidozEne. They are not ntended to supersede
Instit~tionalprctoco\s or proft:ss onal clinical Judgmem
concerning patient care

NOTE: Always handle SURGJSIS~ Inguinal Hernia
Matrix using Ciseptic technique.

Required Materials
Sterile scissors (if cutting reqUired)
Rehydration fluid, morn tempera:ure, sterile SZlfine or
sterile tac~ated Ringer's solution
St-erile tray

Using ~septic technique, remove the inner pOUCh

from the Niter pouch and place II ill the sterile field

2 Open the inner pouch carefully. Use 8. tray \e
rehyd~ate the dev:,ce by adding room teillperature
stenle saline or sterile lactated Ringer's solution

j Allow SURGIS!S~ lngwnal Hernia Matrix to
rehydrate for at least ten (1 D) minutes pnor tu
cutting, suturing. stapling, or loading the deVice
laparosc~picaliy

4. Prepare the hern,a repair site uSing standard
surgical techniques

5 Us\ng aseptic techr.ique, trim SURGISIS'''' Inguinal
Hernia Matr'lx to fit the S'lle, providing a small
allowance for cverlap

6 Using aseptic oechnique, transfer SURG1SIS:O;
Ingu:;)al Hernia Matrix to the surgical site and SulLJr~

or staple into place, Qvoiding excess tenSIon

7 Complete the standard surgical procedure.
8 D',scard any unused portlon~

SUGGESTED INSTRUCTIONS FOR USING
SURGISIS~ Inguinal Hernia Mat,ix

PRECAUTIONS,
Do not resterilize. Discard all open'and unused
portions of the device.
SURGISIS<'i< lnguinal Hernic Matrix IS stenle if the
package is dry, unopened and i..lndamaged. 00 nCi:
use jf the package seal IS broken
Discard device if mlshandli!lg has caused possible
damage or contamination, or if the device is past its
exp\ralior. cate
Ensure that device is rehydo:ated prior to cutting,
suturing, stapling, Of loading of the device
laparoscopically.
Care should be taken to avoid dam~ging the deVice
when loading laparoscopicaUy_ It is recommended to
load through a 10 mm or larger port.
Ensure that all layers of SURGISIS'"' Inguinal Hernia
Matrix "re secured when suturing or stapling
Suturing or stapling more than one device together
may decrease device perfo:mance.
No stud\e~ have been ccnducted to evaluate the
reproductive impact of the cii('lical use of
SURGlSIS0 inguina! Hernia Matrix

CONTRAINDICATIONS: T~\s device is derived from
a porci;1e source and shou!d not be used :f\. patien'iS with
knovm sensitiv'lty to pc~cine ma';,erial

CAUTION: Fe.deral (U.S,A.) law restricts this device
to sale by cr on the order of a physician.

SURGISIS:o.: Inguinal Hernia Matrix IS supp:ied slerde and
is intended for Oile-tlme LJse,

iNTENDED USE: SURGJSIS'~ I::guin«\ Her~i2 Matrix IS
implanted to reinforce scft tissues ~r. thE: i;'lgUlnai floor to
repair inguinal herni",s.
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Manufactured for:

Cook Surgical
750 Daniels Way
P.O. 80x 489
Bloomington. Indiana 47402 U.S.A.
Phone: 812-339-2235
Toll Free' 1-800-457-4500
Toll Free Fax 800-554-8335

POTENTIAL COMPLICATIONS,
POSSible adverse reactions with the u:se of any
prosthesis may incluo·e, but are not limited to, infection
pain, inflammation, adhesion, fistula formation. seroma
fom-.stion, he:natoma, and recurrence of tisswe defect

STORAGE: This device ShDuld be stored in a clean.
dry locatio" at room te~perature,

STERiLIZATION: Thi~ ~ev;,ce lias been st.;riii:::ed with
ethylene OXIde

If) CO.:>Y~IG"'TCOOK SICTECf.., 2CN
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Instructions for Use
Surgisis AFP

Anal Fistula Plug
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