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Survival (%) of patients with central venous catheters (HD-
100% | == CVC) versus arteriovenous fistulas/grafts (HD-AVF/AVQ),
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0 1Year 2 Years 3Years 4 Years 5Years

Patient at risk (N)

HD-CVC [--] 24,437 15,620 10,320 6,541 3,961 2,167
HD-AVF/AVG [-] 6,663 9,114 3,663 2,480 1,564 945

Vascular Access: 2018 Clinical Practice Guidelines of the European Society for Vascular Surgery (ESVS) Eur J Vasc Endovasc Surg (2018) 55, 757-818

iE/> HD-CVC

[&Ei;im A ER"RE ﬁf'ﬁ%"?ﬁ:ﬂ%AVF/AVG”] [AVG ENZFABEALME (the elderly) ]




Ability to safely cannulate within 72 hours"

« Reduced catheter dependence

Unique wall design

 Average outer porosity of 60pym to promote tissue ingrowth"™

« Strong and durable midsection designed for repeated cannulation

Graduated wall technology

« Reduced wall thickness that extends approximately
8 cm on each end for improved suturability and handling




3 Layer ePTFE graft

Large pore (nominal 60um)
surface layer, more receptive
to tissue ingrowth!

Middle layer, reinforcing wrap
forincreased support'

Small pore base layer, inner graft
surface porosity of nominal 20pm'’




Low bleed Bleed
GORE® ACUSEAL Vascular Graft Standard ePTFE Graft

. '4‘. B |

Post cannulation of the luminal surface with a 16 gauge needle.
Hemostasis and avoidance of possible hematomas may be achieved by holding
constant pressure at the site for 10-15 minutes after needle removal.




Wall thickness of standard wall vs. graduated wall



Transfer sleeve (blue sheath)
* Minimizes graft contact
* Reduces the risk of contamination

Unique Graft Deployment System (GDS)”* — —

I oy

« Improved primary patency at 180 days

« Designed to make tunneling easier than conventional practices

« Minimize soft tissue trauma

« Reduce graft sweating

Slider sheath (clear sheath)
* Reduces friction making it easier to tunnel
* Prevents stress on the graft thereby reduce weeping
» Eliminates “soaking” and “prewetting” of the graft during insertion






Flixene AV Access Graft
Unique Graft Deployment System (GDS)
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Flixene ({#{%) Acuseal (BE)




2R (faflil) =)=

Flixene Acuseal

Weeping Slider sheath (clear sheath) to reduce weeping  \VilaRWEE] ellgle

VTR ITE Y “ Trilaminate” 100% ePTFE graft Delamination risk due to 3 layer structure (PTFE-
Silicone-PTFE)

GDS NG R E oI (o I EESRI Cla N laling[PERISVERIEWIgEVYANO. To increase trauma of tissue/ graft contact
graft contact and tunnel bleeding and reduce and using bigger profile to tunnel and may
infection rate. increase infection risk

Cost NHI-reimbursed Self-claimed

Wall thickness [CIgle[FEICETeRUEIINE ORI lag) Ne]olile]p[{@Ffe]e [st-24s 015t B (=1.4mm ) almost 2x as thick as FLIXENE™ at
and handling EMYRUERGH the anastomosis site which can create a
significant mis-match and compliance issue.
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Clinical Evidence about Flixene



EndovascularJ

TODAY

The Flixene Vascular
Graft as an Early Access
Arteriovenous Solution

Clinical data and cxpericnce.

FEATURED TEC
LFLIXENE AV ACCESS

Sponsared by Getinge

BY JOHN F. LUCAS Ill, MD, FACS, FSVS

Study N (Flixene) | Patient Population/Anatomy Time to First Patency
Cannulation Primary Secondary
Lioupis et al® 48 Upper arm access Mean, 3 wk; 79% (1 mo) 92% (1 mo)
15 grafts within 1wk | 30% (12 mo) 73% (12 mo)
21% (18 mo) 57% (18 mo)
Chemia et aP 0 Axilloaxillary (necklace) Mean,1.1d 80.0% (6 wk)* 92.9% (6 wk)*
657% (12 mo)* 83.5% (12 mo)*
Schild et al* 3 Radial, brachial, axillary (arteries) 100% within 72h, | 49% (6 mo) NS
cephalic, basilic, axillary (veins) 88% within 24 h
Scarritt et al° 78 NS NS 63% (6 mo) 83% (6 mo)
54% (12 mo) 7% (12 mo)
Chiang et aF 45 Brachiobasilic, brachiocephalic, 78% within 3 d 70% (1 mo) 89% (1 mo)
brachiocubital, brachial-brachial 55% (6 mo) 7% (6 mo)
44% (12 mo) 63% (12 mo)
34% (18 mo) 51% (18 mo)
Berard et af 4 Upper arm, forearm, and thigh 82% within 7 d; 65% (6 mo) 86% (6 mo)
(46 grafts) 41% first day; 44% (12 mo) 86% (12 mo)
median, 2d
Khafagy et al® 4 Brachial arterio-arterial prosthetic | 100% within48h | 87.9% (12 mo)* 90.7% (12 mo)*
loops 70.4% (24 mo)" 80.3% (24 mo)'
38.8% (36 mo)’ 67.6% (36 mo)’
Hinojosaetal® |8 Axillary-liac 88% within 72 h, NS 80% (6 mo)
100% within 96 h
Hinojosaetal® |19 TAWA, extremity access 70% within 72 h TAWA group, 41% | TAWA group, 41%
(24 grafts) (2mo); extremity | (12 mo); extremity
access group, 25% | access group, 55%
(12 mo) (12 mo)
Wagneretal® |12 Forearm, upper arm, femoral Mean, 6 d 567% (12 mo)* 521% (12 mo)*
43.7% (18 mo)* 46.3% (18 mo)*
Lopez-Pena 2 Axillary-atrial, axllary-iliac 100% within 72h | 75% (6 mo, atrial) | NS
et al? (atrial), 87.5% with- | 48% (6 mo, iliac)
in 72 h, and 100%
within 96 h (iliac)
Sutaria and M Adductor thigh leg, forearm, upper | 94% within2wk | 46.6% (12 mo, elec- | 83.4% (12 mo, elec-
Gilbert® arm tive group); 507% | tive group); 835%
(12 mo, emergency | (12 mo, emergency
group) group)
Schuman and 4 HeRO modified graft 100% within72h | NS 80.0% (12 mo)
Ronfeld"
Hart et al® 2 100% on postopera- | NS NS
tive day 1
Hunteretal® | 30 (Fixene NS 512% (6 mo)* 84.8% (6 mo)*
or Acuseal) 409% (12 mo)* 765% (12 mo)?

[ 335% (24 mo)?

| 70.6% (24 mo)*




The Journal of
| VA Va:csll;rmAccoess
Original research article
The Journal of Vascular Access
& & -9
Single-centre experience of an early © The Author(9) 2020
o o o Article reuse guidelines: o
cannulation graft for haemodialysis access  sspucomioumas permissions
journals.sagepub.com/homel/jva
®SAGE
Results:
Number of patients141 . /5 emergency basis, 66 elective
| Largest
Infection rate 5.7 % cohort
so far!

12-month primary patency . 48.7%,

12-month assisted patency :56.6%

12-month secondary patency : 83.6%

Highlights: Flixene graft with its low friction polyethylene sheath together with its associated tunneler and a 6-mm tip
causes less trauma to the surrounding tissues, bruising and oedema.

Conclusion: T

ne use of the early cannulation graft Flixene to be safe with a low complication rate and favourable

patency rates.

hese early cannulation grafts provide a useful addition for vascular access surgeons preventing the use

of tunnelled lines and providing more flexibility in the timing of placing a graft for dialysis



Table 3. Comparison of current series with other studies.

Study Number of grafts Infection (%) Primary patency (%) Assisted primary patency (%) Secondary patency (%)
Lioupis et al.'? 48 6 30 (I2months) 53 (12 months) 73 (12months)

Schild et al.®° 33 6 49 (6 months) 80 (6 months) N/A

Chemla et al.?! 10 66 N/R 83.5

Scarritt et al.” 78 9 54 (12months) N/R 77 (12months)

Chiang et al.Z 45 | 44 (12 months) 45 (12 months) 63 (12months)

Berard et al.** 46 4 44 (12 months) 56 (12 months) 86 (12 months)
Hinojosa et al.?> 24 8 25 (12months) N/R 55 (I2months)
Current study 4] 5.7 48.7 (12 months) 56.6 (I 2months) 83.6 (12 months)

N/R: not reported.



Use of the Flixene vascular access gratt as an early
cannulation solution
Xavier Berard, MD, PhD,*" Nicolas Ottaviani, MD,"” Vincenzo Brizzi, MD," Sebastien Deglise, MD,*

Valérie de Precigout, MD,“ Eric Ducasse, MD, PhD,*" Christian Combe, MD, PhD,* and
Dominique Midy, MD, PhD,“" Bordeaux, France; and Lausanne, Switzerland J Vasc Surg 2015;m:1-7.

Table IV. Study or registry including >30 patients reporting recent carly cannulation graft outcomes

Reduction in
Unassssted catheter placement

Graft Delay of Infection, primary Assisted primary Secondary compared with
sudsed Study (year) No. of grafts cannulation % patency, % patency, % patency, % agroup control
Vectra®  Kakkos (2011) 239 NA 11 15 (36 months) 39 (36 months) 69 (36 months) NA
Acuseal® Gore Registry 138 <2 weeks 11 45 (6 months) NA 84 (6 months) NA

(2013) (59% of panents)
Acuseal” Tozzi (2014) 30 Mean of 2.4 days 0 68 (6 months) NA 93 (6 months) NA
Acuseal® Aitken (2014) 37 Mean of 30 hours 16 32 (12 months) NA 41 (12 months) NA
Rapidax” Vascutck Registry Recruiting

(2013-2015) (goal of 50)
Flixene'® Lioupis (2011) 48 35% used first week 6  30(12 months) 53 (12 months) 73 (12 months) NA
Flixene'' Schild (2011) 33 <3 days 6 49 (6 months) 80 (6 months) NA NA

(100% of patients)

Flixene'~ Scarritr (2014) 78 NA 9 54 (12 months) NA 77 (12 months) Yes (P < .01)
Flixene'® Chiang (2014) 45 Median of 2.5 days 11 44 (12 months) 45 (12 months) 63 (12 months) NA
Flixene  Present study 46 Median of 2 days 4 44 (12 months) 56 (12 months) 86 (12 months) NA

(2014)
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