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DEVICE DESCRIPTION ) L
CoSeal Surgical Seafant (CoSeal) is dcmposed of two §ynthenc polyethylene
glycols (PEGs), a diluté hydroﬁen chidride solution and a sodium phosphate/
sodium carbcmate solution, B
These components come in a kit that inclides an 3pp hcator(s}. At the" ume o”? )
administration, the mixed PEGs and sdlutions form a hydroget that adhieres fo
tissue,

The CoSeal kut mcludes

two syringes, contammg so!utmns, which are pré-assembled info a housmg A
transfer port closure is attached o the | housmg assembly to allow mixing j of the
PEG powders into the correcvg syringe. A clip is auached to'the plunger rod of
the syrmge that'ddes aot ¢ reqwre mcxmg with the PEG | powders,

o

POWDER COMPONENT POUCH: Thé Powder ccmponem Pauch ¢ congsts of
a syringe containing two PEG p0wders and a des:ccam packet. "~ -

s . Cona

APPLICATOR POUCH: Each ‘applicator pélich containg two‘applicators.™ ™~ "

INDICATIONS .
CoSeal s indicated for use "l, vascul' P

WARNINGS
Do not inject CoSeal into vessels.’

CoSeal is'intended for s 8§ an adjtnctive Sealar sl s Aot fo be used m”k”\ N
place of sutures, staples or'mechanical closure.

should consider the maximum swell volime and its” pe
surrounding anatomic structures potent:aﬂy sensnuve to compressxon

PRECAUTIONS )
The safety and performance of CoSea! have not’been est blf§h
and pregnant women, ;

Hive e

Dunng clinical mvesugatxons the volume (fo eat used per pauem lo
effectively seal a typical vessel rariged from'2 ml; to 16 mt 12
volume of CoSeal to be uséd per pfauem will 'be” base ed lipori“the “sdrgical
procedure, such as the number and size of ves e&to be lreated. The safety of
CoSeal has riot been evalualéd in FatsAts fecaving more tﬁan i 6 m )

ADVERSE EVENTS
In a prospective, randomized, controlled “Wilticenter 8 pataents werg’
treated with CoSeal or the cciirol {absorbable” “§elatin' Sponge/ihrombin
hemostat). Table 1 shows the overall adverSe events reported for CoSeal
treated and control pauents for the 10 cummonly reported evems “the
resuls are similar between the two treatriterit GroUps and are’ representa&we of
events expected from patlents undergoing vascular surgéry for vascular
access and occlusive vascular disease.

There were two deaths in the study. One control pauem died g the s!udy
due to cardiopulmaniary arrest. A second-¢oftrol Patient died of sepsis and
carbon dioxide riarcosis with respiratory arrest Five weeks post wreatment,
this patient had surgery for a duodenai ul

Table 1: Adversé Events

ol SRS

Adverse Evem i CpSeaI (n-74) Comrol (n= 74)
Edema =, AHEYRT Y wﬁfi%é&“/)w '
Elevated Témperatur‘e S10TF s §‘”/o) ’ 8 (1.1%)
Erythema ;. 10 (135%) 7(9.5%)
Inrecuon 8 0. 8%) o .68 1%)
”””i“*%}" " 8(108%)
6] i 7 (9 5%)
Héiﬁ“ato%a?_‘ 5 (e “;o’ ¢ 3 (4 1%)
Angmia AR T "4 (5.4%)
I eahng Wouncl" : C -4 (5.4“°/i>)"”” o C2@7%)
4 (§f4‘%) ’ 11 ‘4%)

- When eva!uaung the total adverse evenl% rep”orted in the’ study there were
185"eU8Mts in CoSeal treated | patients add 151 in Control patients. This is a
" difference of 34 more évents in the CéSeal group. In évaluating this difference,
it was found { reated patlent contributed 35 adverse events
which répresents mire than e lota! difference between treatrient groups.” -
* From the total 6f 336 evenls ly two (both cumrols) were altributed to the
*- treatmedit material By the 3t 1ding surg on. “The remaining 334 events are
‘not related’ to”the treatrent mates opinion of the treating phystaans
ltis concluded that there was cted adverse event finding, either
by event type OF A ted. use of CoSeal. The safe use of
CoSeal for seahng ‘penpheral vascufar réconstrucuons is supported by the
lndmgso th ontroli

“ mutticenter, trial $ conducted to evaluéte the safe(y and effecuveness ‘of
" CoSéal _ versus an \aﬁsorbable gelatm sponge/tirombin hemostat to seal
- anastomouc sutu(e lmes ‘in patients undergomg placement of peripheral
*vasculargrafts. An Eqlivalénce Rypothesis was used. One hundred and forty
- eight {usg) pauems were treated with Co! eal 6r the control at nine centers
This study was dessgned 16" dvaliiste wm?mer the CoSeal success rate was
equwa ent’io the Success rate for the controi

Total Numbér of Sites Tt

Number Pauems wuh 2

Age fyears) .
Mean ¢ 5.d.
Median 7
Range

Maigs T
Femak%

26 (35%)
ad (s9%)

Dﬂ"’le pa ame\er measured

ondary mdas
- Sealing (the num er of seconds from the t { o .
“graft until the ixm LG eding has eeassd At “th Site). Immediate séaling is
deﬂnéd as na blééding when circulation wﬁas restored to the graft immediate
s).

] Coi{{rél
24/"14 (32%) 12/74 (16%)

60/‘74 (81%)

immediate (O séConds)

Within 10 Minutes {cumiiative) 58/74 (18%)

t ting by Surgscal Group
cﬁéss/‘l'otal] (%)

Contiol )
" 18126 (69%)
" 37744 (B4%)




Table 6: Sites Achi mg v Jxate S

by Degree of Pretreat”ment B8

Control‘
30/ -

Oozing
Brisk

e s ool

Table 7: Cumiilativé Number of’ Patiehts With" ’
Complete Sealing over 10 Mmutes

AII Treated Pahents ‘(6/) wtes

Immediate {0 seconds) " 7

0-1 Minute 34 (46%)

0-3 Minutes = .. L. ,5«2;«:3“ 5%)

0-5 Minutes : : 53 42 (57%)
0-10 Minwtes | oy 60 \m %y’ . ,f,‘\wapgg?%g;/k)% e

Multiple analyses were conducted 16, eva!uate the,e ¢ ss*"data by
treatment site and by patient. These analyses démonstraiéd ihar the' study
by

fodttapp i

PRIy P TR T R

3. Connect the' powder syrmge to (he opgmng on the transfer port closure.

Transfer the tiguid into powder by forcefuliy depressing the pluriger. Mix
contents back and forth between thé'syringes until the solid is completely
dissolved (18 20" urﬁes) Push entrre cgmtents rmo the syrmge contained
in the synnge housmg

.

syrrnge housmg

transfer port ~N
closure .,

T .
“levers
N

powder syﬁnge

objectives were met when the data analyzed by pat

European NMulticenter Stud“y‘ A

A mutti-ceriter non-fandomized clinical study was performed in Cermany and
The Netherlands, Wit 131" patients réated in 10 centers. This trial was
cohducted 'to “evaluate thé _safety “anid * éfféctiveness of e § “seal
anastomotic ‘suture lines in pauents undergomg piacement o penphere‘l

vascular grafts using various types ‘of’ graft matenals

SR

et

Table 8: Patients Achlevmg Sealmg wathm 0 Mmu

4. Drsengage the powder syrmge by deta
follows:” : !
- Grasp the'powder syfinge barrel
+ Press the levers on the syringe housing
PUll Both the sripty powder <vnnne and tran
housing. 1
. . . syringe chp -
syringe housmg
\
transfer port
closure

.

s ~ levers

<,

© powder §yﬁnge

LBt e

SuccesslTotal (%)
#Bypass.Grafts "~ " I5/93 (BT)
AV-Shunts 25/27 193%)
. Arteriotomies © " ¢ Vi {ogwy” "
Total 111/ 134 (85%)

Three different graft matenals. PTFE, Dacron anﬁ urotog
The prirary performance outcome was to ac
10 minutes.

port e s

Table 9: Patients Achieving Sealifig By’ Graft
Sealed wrthm ‘0 Mmutes Sué ‘éss/T

48/65'(74%) e

ﬁ“at“e?”fal

5. Holding the syrmge tips up, levet synnge plungers and fotate the synnge
clip 1o connect to other plunger Hold the syringe upnghl and expe| ali air.
i -

PTFE Grafts
Dacron Grafts 19/20'(95%).
Autologou's Grafts | 44 /46'(@”6‘%)”5”

" There were no “sighificant advérse evénts rel o oducf“ use reported
the European multi-center trial. The events @poned wefe typical of pauents
with clinical conditions’ teadmg 1] va‘“s’cular surgenes Oné' patient died during
the study. The investigator indicated the myocardral mfarcuon and death of this
patient were “definitely not" séafant rélafed.

5o

6. Snap 'the applrcaﬁor Bntd’ the end of th e"syringé housing. CoSeal is now
ready to use, lf 3 clear gel is 3é5tred war( approxrmately 3 mmutes after
mixing. -

HOW SUPPLIED
CoSeal and its accessories are Iatex-rree

CoSeal is supplied as a’ sterile single” use only umt Do not re- stenlrze any
components Discard unusSéd material. i

CoSeal fias a Slight odor that does not affect its 3
Additional applicators, may be purchased separalely

Do not use if pouches, syrmg or tuer fock caps are damaged ar opened

STORAGE CONDmONS
Store CoS2al at room temperatire (approximately 25°C).

MIXING INSTRUCTIONS .
+ Use CoSea| Within 2 H6urs of preparauon
- Using aseptic technique, Gpen each’ pouch and transfer conlents into the
sterite field. In thé sterile field, prépare the hqurd and powder compbnentf;’
as described below

gV S PRA s ik L 5
Eablity Tor tse. e

e e e e aves b e A e e v

1. Remove the luer cap on the transfer porl closure Do A6t femove the
syringe clip.

syringe clip ~..l

tuer cap

,.««-*"‘ syringe housrng

~eswesn fOVETS

Nate For perrpherai vascular grah procedt,fﬂ‘es restore blpod crrculauon 1o the
surglcal site to expand ‘the graft. Re mp to stop crrcul‘" i
1. Asplrate excess bldod and blot “orair diy ali"st
?” Hold the appﬁ”:alor a[Sproxom e!y 3 crr

not recommended) App(y sealant

T8FCibly to'énfiance mixing, movin qurckly al&ﬁ"g"“tﬁe nastomotic site.
st e

3.1 CO8eAl s 10 be Fpplied 16" arcthér
_application, it iately wipe thé apph

uprigﬁ't'f@ préy logging.

o

i site severa mmutes'after first’
ator tip with gauze and 'set'device

’ 4 Apply a uniforii tayeér of sealant 10 tHe tré5tment site. WFriecessary, rotate the

Site and bend the applicator to facilitate exposure of all surfaces. Overlap
the apphcauon ‘slightly to *e’ri%ure“cﬁm‘mete ooveﬁ;“g“e‘ of the tréatment site.
Fonowmg appucauon wai Jestoring. cicculation,

B‘fﬁih‘é“”éhrf ‘e 6
bé'réqu y & for reapph
Do _not disturb the sealant. If the sea!arﬁ
sahne asprrate anid use stander_d tre: rme
7.1 the applicator bex cld@‘gé“d “feplace applicator as
follows: Press the ribbed $urface of lévers on the syringe housing and
remove the clogged apphcalor Anach tﬁe new apphcator

of CoSeal Reappty sealant.
I, flush the ssle wnh

s g

Distributed by Baxier Healthcare Corporation
3418 Ardenwood Bivd.
Fremont, CA 9455‘ US.A




