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Eminent program 19/10/2021

* Debate: Treatment of the CFA endovascularly: Yes or No?

Treating the CFA endovascularly: PROS  Wouter Lansink
Treating the CFA endovascularly: CONS  Giovanni Torsello

> Discussion: When to consider endovascular treatment for CFA and when to
consider surgery?

* Lecture: The evidence behind the CFA treatment: everything you need to know!
Koen Deloose

>[%iscgl§zi?on: For how long surgery will continue to be the gold standard of treating
the .

* Recorded case: Treating the CFA with Interwoven nitinol stent — Step by Step
Andrej Schmidt

» Discussion: Stenting the CFA — my experience and considerations




Polling question

What is your preferred treatment option for CFA
lesions?
a. Surgery only —should be the only treatment option for CFA

b. Surgery only but interested to learn more about endovascular
treatment options

c. Surgery first but endovascular if patient requires
d. Endovascular treatment using Supera stent
e. Other Endovascular treatment.




The evidence behind the CFA treatment:
everything you need to know!

Koen Deloose, MD
Head Dept Vascular Surgery
AZ Sint Blasius
Dendermonde, Belgium
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e e
No. CLI ESRF Mortality TS PP APP LS
First author (year) patients (%) (%) %) (%) (%) (%) (%)
Mukdierize (1965)2 55 4 ik 5 Sk A i i Ann Surg 1987; 206:403-413
Hoch (1999)3 37 79 ND ND 100 a2 a2 ND Vasc Endovasc Surg 1999; 33:461-70
Nelson (2002)% 34 59 0 0 100 847 977 ND J Vasc Surg 2002; 35:1107-1113
Kang (2008)° 65 32 ND 0 100 91 100 100 J Vasc Surg 2008;48:872-7 @ 5 Ye a rS
[ t i 36 111 31 3 1.8 ND ND ND 94 0 )
Kechagias (2008) World J Surg 2008;32:51-54
Al-Kt 2009)7 105 35 7 1.0 100 100 100 ND
oLy (£009) J Vasc Surg 2009; 50:784-89
Ballotta (2010)8 121 40 1 0 100 96 100 ND
Surgery 2010;147:268-274
Malgor (2012)°
Ann Vasc Surg 2012; 26:946-956
(A) 169 33 7 1.2 100 100 100 ND
(B) 93 60 7 11 98 92 100 ND
Nishibe (201510 4 5 35 o 100 - Gt 7 Ann Vasc Surg 2015; 29:1501-1507
Present study 118 36 26 1.7 99 9g 100 a5 Circulation Journal japan 2016; 80:964-69
TOne-year follow-up; *4-year follow-up. (A) CFE alone; (B) CFE with distal bypass. APP, assisted-primary patency rate at 5
years; CFE, common femoral artery endarterectomy; LS, limb salvage rate at 5 years; ND, not described; PF, primary patency
rate at 5 years; TS, technical success. Other abbreviations as in Table 1.




CFE

recurrent arterial or graft stenosis. Primary and secondary
patency rates and graft failure rates were defined with the
criteria previously described by Ahn'® and Rutherford.'®

Criteria for patency

Articles in scientific journals should only accept patency rates that are based on objective findings. A bypass
graft or otherwise reconstructed arterial segment may he considered patent when one of the following five
criteria is met. Beyond the last date of such proof of patency, they must be considered lost to follow-up.

1.

Demonstrably patent graft by an accepted vascularimaging technique, such as arteriography. Duplex

ultrasound color-flow scan, or magnetic resonance imaging.
The presence of a palpahle pulse. or the recording of a biphasic or triphasic Doppler wave form at two

points directly over a supericially placed graft.
Maintenance of the achieved improvementin the aporopriate segmental limb pressure index, thatis, not

more than 0.10 below the highest postoperative index. Although a greater reduction in pressure index may
occur and the graft or reopened segment may still be patent, imaging proofis required in these instances
or any other doubtful or marginal circumstances covered under criteria 2, 3, or 4. To avoid the confusing
effects of distal runoff disease. the most appropriate pressure index for this purpose is atthe nextlevel
beyond the revascularized segment or distal anastomosis (see comment below}.

4, Maintenance of g plethvsmographic tracing distal to the reconstruction thatis at least 50% or 5 mm greater

in magnitude than the preoperative value and close to the postoperative value. (This is the weakest
criterion and acceptable cnly when accurate pressures cannot be measured, as with calcific arteritis in a
diabetic patient. However, even in such cases, stronger evidence of patency. in the form ofimaging. is
clearly preferred.)

Direct observation of patency at operation or postmortem examination.

Ann Surg 1987; 206:403-413

Vasc Endovasc Surg 1999; 33:461-70
LOIMpaIe Apples (0 Apples. ..

J Vasc Surg 2008;48:872-7
World J Surg 2008;32:51-54
J Vasc Surg 2009; 50:784-89
Surgery 2010;147:268-274

Ann Vasc Surg 2012; 26:946-956 PSVR(Vr) =

PSV (jet) / PSV (prox segment)

X

- 3

Ann Vasc Surg 2015; 29:1501-1507

Circulation Journal japan 2016; 80:964-69




>80yr: 7,6 %

C F E Original Research Article 0L OF SunGERY

LONG-TERM OUTCOME OF COMMON FEMORAL ARTERY
ENDARTERECTOMY IN OCTOGENARIANS AND
NON-OCTOGENARIANS
C. UhI''", H. Gotzke!, F. Zeman?, S. Woronowicz!, T. Betz!,
I. Topel’, M. Steinbauer’

Retrospective, single center study Loss of primary patency

« 977 patients (61,5 % Cl — 38,5 % CLTI) ALl

— f
* 40% hybrid procedures o — 280 years

086

* Real PSV measurements (>2,5m/sec and >50%
diameter reduction)
e 2 groups (>80yr: 17,6% and <80yr : 82,4%)

Primary patency @7yr : 84,2% /;’

LSR@7yr93,7% 0 ¥ 2 3 48 TS ¥ ©

Years after operation

04

Cumulative incidence (%)

<80years 805 498 3N 159 n 22

Mortality rate @30days : overall 2,7% s B M OB W 5 e

<80yr :1,67% <0.001 Numbers at risk
p <O.

08

08

Cumuiative incidence (%)

<80 years
280 years

805
172

Loss of limb salvage

Age
- <80 years
- 280 years

Years after operation

530 338 180 78 29
63 30 12 El 0
Numbers al risk




CFE

1843 CFE’s reported from 2005-2010 (ACS -NSQIP database)

Table 1. Patient demographics and comorbidities i Table II. Intraoperative and postoperative outcomes
wPredischarge
Z Mean = SD or No. (%) (N = 1843) 16 100
Variutiles Mran &SI ¢ e, (R)(N=1863) oy Onrcomes Mean = 8D or No. (%) - Post-discharge
e vears 692 ~ 116 ag 14 ‘ n
Nonindependent status’ 239 (13) o 10.2% Intraoperative 8 80
Weighr, kg 78 = 18.6 g 12 Operative nme, hours 24 =116 c
Albumin < 3 mg/dL 113 (6.1) - Transtfusion >4 units 51(2.8) g
Female sex 742 (40.3) & 10 Postoperative 5 60
Race c Mortality 62 (34 S
m"“'k 122 (6.6) o 8 Return 1o the operating room 188 (10.2) 0
:‘)‘ht::: 1 ;8 3{‘ :;’:g: ] 6 - Wound complicanions 147 (8) a0
Emergency surgeny’ 236 (12.8) = 1% I 'R‘PL”‘*_“' ":““_“’_“ - 1? (39) S
ASA class 4 or 5° 378 (20.5) a4 e e a0} °
Pre-op sepsis 91 (3.0) £ Wound dehiscence 15 (0.8) % 2
Diabetes 614 |333.5'| 0 2 e 0.9% ITcumonia 29710) 8 3
Hypentension 1558 (84.5) Q j Cﬂ, o Prolonged intubarion 26 (14}
Peripheral vascular disease 772 (419) 0 N Genitounnary tract infecrion W(16) 0 i
Rest pain 527 (28.6) OR Sepsis 30(1.6)
Congestive heart failure 56 (3.0} Doath Return Cardlo Pulm  Rensl  Wound Composite Sepric shack 19 (1.0) Death Cardo  Pulm  Renal  Wound Composite
History of Graft failure 21 {1.1)
:*;‘S‘":rd, S : ; l:-:’ Big 1. Thity-day postonesstive: complications afte: comasgn Cardiac arrest 17 (09) Fig 2. Dismibution of major complications before and after hos-
7 - 28133 l.l ; 5 .l G po: '('l;f}: M : PR : " Myocardial infarction 11 {0.6) pital discharge. This graph provides another perspective 1o the
- 232 Wity LR F20 VA b &0 i : . :
Cardiac surgery 467 (25.3) emoral endarterectomy (LEE). Major organ ,\!ﬂlﬂxﬂf)ﬂ fLJI A, ﬁ:?lzt:d:udnn injury l:; '3;: distmibution of postoperative complications reported in Table 111,
Transient ischemic atrack 154 (8.4) pulmonary, renal) was rare, but wound-related complications and e , SRt A significant percentage (30%) of deaths and cardisc and pulmo-
Srroke 116 (6 3) (sl st wte high. Th e ot Deep vein thrombosis 15 (0.8) e S b ) s
Sinokar 636 (34.5) Operitve Fantervennon rates were ugh. 1he mortlry ne was Pulmonary embolism 2{0.1) nary complications occurred after hospital discharge. Most wound-
corp 252 (13.7) relanvely high ar 3.4%. OR, Operating room. related complications occurred after hospital discharge.
Pneumonia 9 (0.5) b R' )pC 5 5D, Standard devaation. ik Pl“ NS SR P ICHIEE
Steroid usc 93 (5.1)
Acute kdney inpury 20(1.1)
ialysic’ 66 (361 . i S v . X — . ek i
CONCLUSIONS: CFE is not as 'benlgn‘ a DFOCGdLle as prewously believed. The risks of death and wound compllcatlons are not
ASA dass, Amencan Soacty of Anesthesiologists Physical Status Clasafica- Sgos \ ! 3 5 A d v 4
tion; COPD, chroni obseructive pulmonary disense; PCL percumneons | INSIQNIficant, and a high percentage of these complications occurred after patients were discharged from the hospital. Patients should be
coronary mtervention; 8, standard deviation. - g - X -
“Independent predictors of 30-day mortality. carefully selected, especially in the elderly population, and close postoperative follow-up should be considered.

Nguyen B et al. J Vasc Surg 2015;61:1489-94 9



What about the endovasc

Jlar alternatives?

Author, date Type study Limbs (n) Angioplasty Stenting (n) Atherectomy Primary Mean FU (m) Technical
only (n) (n) patency (%) success (%)
Stricker,2004 retro 33 0 33 0 86 30 100

87,5

Bonvini, 2011

Azéma, 2011

retro

pro

360

40

227

133

40

90

100

Paris,2011

retro

26

26

88

31

100

Linni, 2014

RCT (CFE)

116

58 (BAS)

80

97,5

Thiney, 2015

Gouéffic, 2017

pro

RCT (CFE)

53

117 (56)

53

56

92,5

90

24

24

na

94,6

Deloose, 2019

pro

100

100

95,2

100

(1) JEVT 2004;11:281-6
(2) JEVT 2006;13:221-228

(3) Cardiovasc Intervent Radiol 2010;33:921-28

(4) JACC 2011;58(8):792-8
(5) J Vasc Surg 2011;53:1000-6

(6) Eur J Vasc Endovasc Surg 2011;41:787-793

(7) Vasc Med 2011;16:109-112

(8) Vasc Endovascar Surg 2013;47:423-428
(9) Cardiovasc Interv Ther 2013;28:250-57
(10) J Vasc Interv Radiol 2013;24:175-183

(11) JEVT 2014;21:493-502

(12) Ann Vasc Surg 2015;29(5):960-7
(13) J Vasc Surg 2016;64(2):369-79
(14) JACC 2017;10(13):1344-54

(15) J Vasc Surg 2019, under review




What about the endovascular alternatives?

> Eurointervention. 2017 Feb 20;12(14):1789-1794. doi: 10.4244/E1)-D-15-00187.

Combined use of directional atherectomy and drug-
coated balloon for the endovascular treatment of
common femoral artery disease: immediate and one-
year outcomes

Angelo Cioppa ', Eugenio Stabile, Luigi Salemme, Grigore Popusoi, Armando Pucciarelli,

Fortunato lacovelli, Antonella Arcari, Enrico Coscioni, Bruno Trimarco, Giovanni Esposito, Tullio Tesorio

Single-center, prospective study

* 30 patients

* Directional atherectomy + DCB (IN.PACT Admiral)
e 20% CTO’s

* 10% bail-out stenting

1yr primary patency : 93.4%
1yr freedom from TLR : 96.7%




What about the endovascular alternatives?

Directional Atherectomy With

Antirestenotic Therapy vs Drug-Coated
Balloon Angioplasty Alone for Common
Femoral Artery Atherosclerotic Disease

JoUTTETOTCT TrTeT
2018, Vol 25(1) 92-99

© The Author(s) 2017

Reprints and permissions:
sagepub.comfjournalsPermissions.nav
DO 10.1177/152660281 7748319
WWWjevtorg

SSAGE

Konstantinos Stavroulakis, MD', Arne Schwindt, MD', Giovanni Torsello, MD',
Efthymios Beropoulis, MD', Arne Stachmann, MD', Christiane Hericks, MD',

Leonie Bollenberg, MD', and Theodosios Bisdas, MD, PhD'

Single-center, retrospective study

* 47 patients
e 26 DCB versus 21 DAART

A ., A
[
- _I J — paartr  88% 100
o 80 -
L=
3‘ 70 e DCB |—| 80
g 6o 68% :
o SoF o 60
> 8
S o c
E s} 8
20 &) 40
— DCB
10F | — paaRT
1 o 1 1 20
0 6 12
Time (in months)
Number at risk
Group: DCB
28 17 1"
Group: DAART
21 16 10
B 100
100
oF  — DAART | 89%
2 sof = o 80
x 7o oce - [ /5%
E sk o)
§ oF @ 60
= S50f- =
w B o
g 4of 8
2 af o 40
0=
§ [ [GroUP o
w 20 |—ocB
10[C |— DAART
~ 20
R | |
0 6 12
Time (in months)
Number at risk 0
Group: DCB

26

Group: DAART

21

22

18

DCB Baseline

DAART Baseline

DCB Follow-up

DAART Follow-up



What about the endovascular alternatives?
PESTO-CFA Study

Percutaneous Intervention versus Surgery in the Treatment of
Common Femoral Artery Lesions
A prospective, multi-centre, randomised study

Title: PESTO-CFA

Aim: Non inferiority study comparing DCB based
endovascular therapy and surgical therapy in
the treatment of atherosclerotic CFA disease

Study design: Prospective, multicenter, randomized,
controlled study, 1:1 randomization
Follow-up at 6 months, 1, 2 and 5 years

Patient 320 patients. Study duration 6.5 years
recruitment: (recruitment time 18 months, follow-up 5
years)




What about the endovasc

Jlar alternatives?

Author, date Type study Limbs (n) Angioplasty Stenting (n) Atherectomy Primary Mean FU (m) Technical
only (n) (n) patency (%) success (%)

Stricker,2004 retro 33 0 33 0 86 30 100
Dick,2006 retro 55 47 0 0 71 13 85
Cotroneo,2010 retro 27 27 0 0 57,9 9,4 100
Bonvini, 2011 retro 360 227 133 0 87,5 12

Baumann,2011 retro 104 74 28 0 54 16 98
Azéma, 2011 pro 40 0 40 0 20 12 100
Paris,2011 retro 26 0 26 0 88 31 100
Davies, 2013 retro 121 107 1 0 75 12 20

Soga, 2013 retro 111 98 10 0 47 60 97
Bonvini, 2013 retro 97 46 37 0 80 12 92

Linni, 2014 RCT (CFE) 116 0 58 (BAS) 0 80 12 97,5
Thiney, 2015 pro 53 0 53 0 92,5 24 na
Mehta, 2016 retro 167 114 15 38 78 20 na
Gouéffic, 2017 RCT (CFE) 117 (56) 0 56 0 90 24 94,6
Deloose, 2019 pro 100 0 100 0 95,2 12 100

(1) JEVT 2004;11:281-6
(2) JEVT 2006;13:221-228

(3) Cardiovasc Intervent Radiol 2010;33:921-28

(4) JACC 2011;58(8):792-8
(5) J Vasc Surg 2011;53:1000-6

(6) Eur J Vasc Endovasc Surg 2011;41:787-793

(7) Vasc Med 2011;16:109-112

(8) Vasc Endovascar Surg 2013;47:423-428
(9) Cardiovasc Interv Ther 2013;28:250-57
(10) J Vasc Interv Radiol 2013;24:175-183

(11) JEVT 2014;21:493-502

(12) Ann Vasc Surg 2015;29(5):960-7
(13) J Vasc Surg 2016;64(2):369-79
(14) JACC 2017;10(13):1344-54

(15) J Vasc Surg 2019, under review



What about the endovascular alternatives?

Systematic Review and Proportional Meta-Analysis

of Endarterectomy and Endovascular Therapy with
Routine or Selective Stenting for Common Femoral Artery
Atherosclerotic Disease

Khalid Hamid Changal (,' Mubbasher Ameer Syed,” Tawseef Dar,’
Muhammad Asif Mangi,’ and Mujeeb Abdul Sheikh (*

'Internal Medicine, Mercy Health St. Vincent Medical Center, Toledo, OH, USA
*Cardiovascular Medicine, University of Toledo College of Medicine and Life Sciences, Toledo, OH, USA
*Cardiology Division, Massachusetts General Hospital, Harvard Medical School, Boston, Massachusetts, USA

*Cardiovascular Medicine and Interventional Cardiology, University of Toledo College of Medicine and Life Sciences,
3065 Arlington Ave. Toledo, OH 43614, USA

J Intervent Cardiology, Vol 73, Issue 9, Suppl 1, 12 March 2019 ; pg 2065

Records Identified through data base search= 204

{From Pubmed, scopus, dinicaltrials gov)

Records after duplicates removed = 181

Records screened = 181 Records excluded= 141

Full texts excuded, n=12
Full texts analyzed for incluston,n =40 A
-not in English:4
~not l.lﬂﬂ( in humans:2

-fess than 10 subjects: 6
Studies included in the meta-analysis, n=

EVT RS, N=7
Limbs= 306

PP | yr:78% [69-85 PP1yr 84
PP at max. p:74.4% PPatn

Local complications: 7%
[3.3-11.8]

FiGURE 1: Flowsheet summarizing the selection of studies and main results.




What about the endovascular alternatives?

Silva, 2004 P
Bauman, 2011 F
Paris, 2011 ¢

Bonvini, 2013 b

Dattilo, 2013

Yoshimitsu, 2013 ¢

Total {random effects) ¥

Ficume : Forrest plot or PP (Primary patency) at | year in EVTSS (Endovascular ther

>

Meta: .unlms

_————

.78 (0169, 0.85

05

0o

07 0§ 0§
Propartion

0 90(07,0.9)

- 062(0520.72)

.88 (0.70, 097)

- 080(071, 088)

- 084 0.66,094)
073(064,081)

Meta-anglysi

Strickler 2004 | U7 (071,036}
AL DI ——— (.80 0.64,0.90)
Calligaro, 2003 i (194(0.71,0.9)
1T D —— (.66 (0.54,0.7)

Linni, 2014 b R .80 (0,64, 0.90)
Thiney, 2015 et (196087, 0.9)
Guoethe, 2017 g 190 (079, 0.9)
Tota {randon effects) - U84(075,08))

T T T

PuGURE 4: Foret plot for primary patency at year in EV

Proportion

J Intervent Cardiology, Vol 73, Issue 9, Suppl 1, 12 March 2019 ; pg 2065

Mota-analyss
Nelson, 2002 ’ 08710.71,0.9)
Kang, 2008 | st (193 (085, 0.98)
Ballotta, 2010 - 0.1 (0.9, 0.1)
Malgor CFE, 2012 1 — 094(089,097)
MalgorCFE+.2012- et (195 (0.89,0.97)
Dufranc, 2015 et (193(0.88,0.96)
Nishibe CFE+, 2015 | e (89(0.75,097)
Linni, 2014 ¢ % 0.82(067,093)
Wieker, 2016 -+ 093(091,095)
Kuma, 2016 e 098034,09)
Guoetfic, 2017 ¢ e (189 (0,78, 0.96)
Total (random effets) b <« 093(050,0%)
| IR IS ISV
06 07 08 09
Proportion

FlGURE 6;

Forrest plot for PP at | year in CEE group.




Prospective, multicenter, single arm trial to evaluate the Supera
Peripheral Vascular Mimetic Implant Device (Abbott Vascular) for

symptomatic (RB 2-4) CFA disease treatment

OLV HOSPITAL, AALST

AZ SINT-BLASIUS, DENDERMONDE |

INA, ANTWERP [N
IMELDA, BONHEIDEN |38

CHU, NANTES [S858

CLINIQUE RHONE-DURANCE, AVIGNON

CHU, CLERMONT-FERRAND |11

40

50

Patient informed consent l

In- / exclusion criteria check
Medical / clinical history

Medication

d
[
Physical examination i
Rutherford O
ABI |
Regular Angiography B

Regular Duplex Ultrasound

Core Lab Duplex Ultrasound

Adverse Events




1 - 2 year primary patency*

PrimaryPatency- 24MFU - 100 patients

100 T m T 1T 'h'l_l'l_\_\_“_
B f T 1 T | 1
0,
== 2k 1-2 freedom from TLR*
;| , - £ \ear 1reeaom 1rom
60 |-
E Freedom from TLR -24MFU - 100 patients
E B 100 1 LI " 1L T TT - T T T ;
B a0l 1
:
T I g sol- 97,8%
i !
. 60 |~
* Freedom from » 50% restenosis as indicated by DUS PSV- ratio <2,5 in the target lesion, CORE LAB ADJUDICATED** E
0 -' 1 ' L ' 1 ' Il ' L ' L ' i ' L l 1 l 4 l il l L l 1 I L ' 1 l L ' !
0 40 80 120 160 200 240 280 320 360 400 440 480 520 560 600 640 680 720 760
Time (days) 40 |-
Number at risk ?
bossbie 1MFU GMFU 6MFU 12MFU 12MFU 24MFU 24MFU 3
(a0 daps) {180 ] (0 d) {365 days) {395 day) {730 days (o0 dap g S
at risk 100
% 100 100 100 989 95,2 92,8 92,8 92,8 * repeat intervention to maintain/re-establish patency withiP region of treated arterial vessel + Smm in treated lesion edge)
°‘l||||||||f||||||||f|

“*Euroimaging Srl, Rome, ftaly 40 80 120 160 200 240 280 320 360 400 440 480 520 560 600 640 680 720 760

brselin lMFU GMFU 12MFU 12MFU 24MFU 24MFU
(30 days, (180 daye {365 days) 395 days) (730 days) (760 days)

% 100 100 100 98,9 97,8 97,8 97,8 97,8

Primary safety endpoint 30days 6 months | 12months 24 months

Device or procedure related death (N)
CD-TLR (N)
Target limb major amputation (N)

ID3 Medical — 2021 | 18



What about randomized data?

TECCO trial

- Investigator initiated study
- RCT multicenter and controlled

- Rigorous data collection process,
independent
- Adjudication by:
- Duplex ultrasound core laboratory
- Data safety monitoring board

- Follow-up includes

1,6, 12, and 24-month clinical
assessment

1,12 and 24-month stent x-ray

- Monitoring with 100% source data
verification

Modified intent to treat analysis /
Per protocol analysis

Sample size calculation: 120
patients

Randomly assigned in a 1:1 ratio

80% power to detect a between-group

difference of 20% percentage points in the
morbid-mortality rate at a two-sided alpha
level of 0.05 (25% in the surgery group and
5% in the stenting group).

Goueffic et al. JACC 2018, Vol 10, NO 13

120 were assessed for eligibility
3 did not meet inclusion criteria
1 patients with life expectancy < 1 year
2 patients without CFA leston

117 Underwent randomization

el

61 Were assigned 10 open repair (OR)
58 Underwent assigned intervention
3 Did not undergo assigned intervention
2 Withdrew consent
1 Change group 10 ER

56 Were assigned 1o endovascular repair (ER)
54 Underwent assigned intervention
2 Did not undergo assigned intervention
1 Withdrew consent
1 Change group to OR

58 compieted 1 month follow-up

53 Compilated 1 month follow-up
2 Discontinued study
1 was withdrawn by investigator
1 was lost to lollow-up

52 Completed 6§ months follow-up
6 Discontinued study
1 withdrew consent
4 wore lost 10 follow-up
1 death

51 Completed 6 months follow-up
2 Discontinued study
2 were lost 1o follow-up

48 Completed 12 months follow-up
3 Discontinued study
1 withdrew consent
2 were lost to follow-up

49 Completed 12 months follow-up
2 Discontinued study
1 withdrew consent
1 death

44 Completed 24 months follow-up
5 Discontinued study
3 iost to follow-up
1 was withdrawn by investigator
1 death

42 Completed 24 months foliow-up
7 Discontinued study
4 lost to foliow-up
3 deaths




What about randomized data?
TECCO trial

Per protocol analysis

_ Surgery (n=58) Stenting (n=47)

Morbid-mortality rate @

1 month, n (%) 16 (26) 3(6.4)

Surgery (N=61)

Hematoma

Thrombosis

Delayed wound healing
False aneurysm
Arteriovenous fistula
Paresthesia

Local infection

Vascular perforation

3(5) 0 (0)
0 (0) 1(1.8)
2(3.2) 0 (0)
10 (16.4) 0 (0)
0 (0) 0 (0)
o (0) o (o)
4 (6.5) 0 (0)
3(5) 1(1.8)
0 (0) 1(1.8)

Goueffic et al. JACC 2018, Vol 10, NO 13

Global survival (%)

Survival @ 24 months

1 Hazard ratio, 1.3{95% €1, 0.3-6.0)

P=071

Stenting (N=56)

Free from TLR (%)

¥

o

1] 12 18
Time{months)

52 48 44
46

Hazard ratio, 0.9 {95% Ci, C 3-2.5;
P=083

ABlmean, 95%Cl

o.

] 12 18

Time{months)

24

1.29

1.04

0.8 4

0.6+

0.44

0.24

0.0

Patency @ 24 months

Hazard ratio, 1.5 (95% C1. 0.54.6)
P=0 48

L AJ L A
0 6 12 18 24
Time{months)

41 37
36

&8
B ®

Haemodynamic improvement @ 24 months

Surgery Stenting

S EGE S

T T




What about randomized data?

(" SUPERSURG RCT h

Evaluation of the safety and efficacy of the endovascular
treatment of stenotic, restenotic or occlusive lesions of the
CFA with Supera stent compared to surgical CFA

\_ Endarterectomy '/ o Genk

— Poznan

T . . . (el Vilvoorde

n | 286 patients x| 1:1 Randomization @ =

P e . ’ . i | Dendermonde

= Stratification: BMI — Azéma - Calcium o

u o Kortrijk

A.Z.Sint-Blasius@Dendermonde St. Antonius Ziekenhuis@Utrecht —]  Maastricht

Onze-Lieve Vrouwziekenhuis@Aalst Heart+Vascular center@Maastricht =]  Dijklander
Ziekenhuis Oost-Limburg@Genk Dijklander Ziekenhuis@Hoorn e

it Az Groeninge@XKortrijk =] StAmonius

e s 0 [ /00TSE 012345678 9101112131415 16 17
Imelda@Bonheiden : Hospital of Lord’s
Transfiguration@Poznar\ .
57 patients out of 286 have been enrolled

o d< 9 TT HQ®O



Take home messages

* CFE-success is built on outstanding and durable patency results
* Caveat assessment methods

e Caveat morbidity-mortality, especially in older and more fragile
population

* Endovascular methods are looking for safer and as efficient data in
comparison with CFE

* Angioplasty alone is not a valuable alternative

* DAART or Stenting (with particular dedicated stents?) is evoluting in
the good direction

 Randomized data are on their way...




Polling question

What is your preferred treatment option for CFA
lesions?
a. Surgery only —should be the only treatment option for CFA

b. Surgery only but interested to learn more about endovascular
treatment options

c. Surgery first but endovascular if patient requires
d. Endovascular treatment using Supera stent
e. Other Endovascular treatment.
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