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IEndurant Stent Graft System vs Excluder Endoprosthesis: I Materials and methods

ADVANCE Trial

ed

[‘l 144 Endurants and Excluders (012.1-20227, @10}
// A Global, Prospective, 1:1 Randomiz

affiliating hospitals of Keio University Vascular Surgery Group)

A M= A Applied inclusion and exclusion criteria
N~ Clinical Trial in Sac Regression /// /{
d 153 Endurants 194 Excluders )
Jan, 2023 to 550 cases at ‘ Keio Vascular Surgery
3 May, 2025 100 global sites . - droup
Propensity score matching extracted @
124 pairs for the analysis

I ADVANCE Trial: Inclusion criteri>—_ I ADVANCE Trial: Exclusion criterr———
\Veir/, N . ity
0 20, 3\ H . 2023
1) subject s >= 20 years old ur stu Oy~ ) Our stud y—
2) Subject and the treating physician agree that the . L
SI'JbJE;;I will relmvT for all required follow'u‘p visit's Inclusion criteria
3) Subject or legal representative or consultee, as. A
) s changed criteria
e Iformed Consetspproved i o ponsor * > 20 years old

and by the Ethics Committee/Institutional Review

Boara - « Treatment indication of

- « eGFR < 45 — 30 ml/min

4) Subject h: di of R H
40 yplect hos an aeunysm diameter o AAA > 55— 50cm, and « did include side branch
=5.5 if 1 I
;Subjcer:x“;ArXZna)natom is appropriate for both also included rapld grOWth embolization (|MA)
Encurant /s terk GraftSystem an Gore ) more than 5mm/6émonths, )
per assessment of both treating physician and Cor e saccular aneurysm < 5 cm, m « did include one hypogastric
Lab in accordance with the overlapping commercially etc
available IFUs per o T 1

: ; ol eritr artery embolization

licabl 5 fi | . et b ] s s remate of chugbearing posensi lin whom
e rercheed T ne oo Acdnaum. " « All patients within IFU y




IPrimar endpoint
y p 2005
T Enduam(neia) | Ecuder(i2) | puS

Sac regression more 38.9% 36.6% 074
than 5mm at 1 year® [36.9% to 40.9%] [32.2% to 41.0%] :
a. after multiple imputation (missing value for Endurant n=10, Excluder n=13)

— - T

- . No difference between the groups for sac N

\\ regression of more than 5mm at 1 year !!77 S

—, o e

IFinaI take home message !! C
o \’”72023

— J

—Our head to head comparison ué?ﬁg T~

propensity score matching
demonstrated both endografts had

— similar clinical results!! -

7 EeEe——

Let’ see how ADVANCE trial does!!!

I Materials and methods

[1 144 Endurants and Excluders 012.1-20227, @10}

affiliating hospitals of Keio University Vascular Surgery Group)

Applied inclusion and exclusion criteria

325 Endurants ‘ 353 Excluders

[ Propensity score matching extracted } @

Keio Vascular Surgery group

266 pairs for the analysis
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No significant
difference between
the groups!!

| In reality,,

—

- ~ 50-60% of patients are
S~ outside IFU in Japan

o~

684 Excluders

St

460 Endurants

We should include all patients for the comparison!!

IBaseIine characteristics

| | ovenllpopulation (Beforematching) _| _____Aftermatching___|
P cendurant Excluder Pvalue Endurant Excluder P value
I (-325) (n=353) (n=266)  (n=266)
[P 250 (79.7%) 264 (74.8%) 0.15 204 (76.7%) 206 (77.4%) 092
7748 7648 0.42 7648 7648 0.90
241(74.2%)  282(79.9%) 0092  203(763%) 204(76.7%)  >0.99
E 5 (135%)  57(16.1%) 047 37(13.9%)  36(135%)  >099
ORI 104(320%)  100(283%) 034 84(3L6%) 80 (30.1%) 078
65(20.0%) 53 (15.0%) 011 44(16.5%) 46 (17.3%) 091
EEE  ss(16.9%)  50(14.2%) 038 42(158%)  39(14.7%) 0.81
ORI 151 (46.5%) 161 (45.6%) 0.88 123(46.2%) 120 (45.1%)  0.86
213(65.5%)  234(663%) 090  173(65.0%) 174(654%)  >099
40(123%)  54(153%) 031 36(135%) 32 (12.0%) 0.69
150 (46.2%)  131(37.1%) 0021  120(451%) 111(417%) 048

25 (7.7%) 34(9.6%) 045 24 (9.0%) 24 (9.0%) >099

a. CKD defined as eGFR below 60 ml/min




I Anatomical characteristics
| | overallpopulation (Beforematching) | Aftermatching ____|
P endurant Excluder  Pvalue  Endurant  Excluder P value
(n =266) (n = 266)
maximal diameter of AA/ 54 + 10 53 + 10 0.61
23 (8.6%) 21(7.9%) 0.87
32 £ 16 33+ 14 0.35
22+4 22+3 0.46
18+ 8 18+7 0.50
17 =7 17+8 0.80
41 =17 40 =17 0.54
45 + 18 45 =17 0.79
8+t2 8+2 0.88
8+t2 8+2 0.95
20 £ 22 20 £ 26 0.88
41 + 28 41 + 34 0.82
44 (13.5%) 19 (7.1%) 15 (5.6%) 057
172 (52.9%) 129 (48.5%) 123 (46.2%)  0.64
161 (49.5%) 118 (44.4%) 108 (40.6%)  0.39

| Operative results

[ Endurant (n=266) | Excluder (n = 266) | Pvalue Rl et od)
T S

rupture, hypogastric
152 (128 - 184) 154 (129 - 202) 0.099 arfyy Covye‘:age’

OO o000 00-39 055 elemsrion

8(3.0%) 12 (4.5%) 048 and CFA dissection

62 (23.3%) 80 (30.1%) 0.092

6(2.3%) 9(3.4%) o061 D Include SMA stent,

2(0.8%) 3(1.1%) >0.99 sac embolization,

31 (11.7%) 91 (34.2%) <0.001 and CFA TEA.

Intraoperative type Ill endoleak, n 0(0.0%) 2 (0.8%) >099 ¢ Include pulmonary

Intraoperative type IV endoleak, n 126 (47.4%) 0(0.0%) >0.99 embolism, rt EIA

Intraoperative complication. n 0 4.(5.3% 0.54 dissection, type 1a

Intraoperative additional procedure, n 50 ( %) 80 (30.1%) 004 endoleak, CFA

ve complication, n

0.12 dissection, limb
152 (128 - 184) 154 (129 - 202) 0.099 stenosis, distal
49 (10-90) 49 (10 - 85) 056 embolization,
[lood ransusionn [N ias%0’ | odg  brocha arery
62 (23.3%) 80 (30.1%) 0.092 pseudoaneurysm,
Intraoperative type la endoleak, n 6 (2.3%) 9(3.4%) 061 and type B
dissection

I ADVANCE Trial: Endpoints
Our study
Primary endpoint
- Proportion of subjects with sac
regression of more than 5mm at 1 year
- Aneurysm sac change by diameter ‘ Secondary endpoints
- Aneurysm sac change by volume - Aneurysm sac increase by diameter

- Type Il Endoleaks incidence

Primary endpoint
- Proportion of subjects with sac
regression of more than 5mm at 1 year

Secondary endpoints

- Type | Endoleaks incidence
- Type | Endoleaks incidence - Secondary Interventions
- Secondary Interventions

- All-Cause Mortality incidence

- Late complication incidence

- All-Cause Mortality incidence

All up to 5 years All up to 5 years
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] Results!!

VS

266 Endurants 266 Excluders

IEndoIeaks during follow up

(n=266) |Excluder (n =266) m

13 (4% 830% 03
16 (6.0%) 3(L1%) 0.006
Type Il endoleak 81 (30.5%) 135 (50.8%) <0.001
Type Il endoleak 7 (2.6%) 4(1.5%) 0.55
15669 0wy oo
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regression of more than 5mm at 1 year

Primary endpoint
- Proportion of subjects with sac
regression of more than 5mm at 1 year

Secondary endpoints
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- Type | Endoleaks incidence

- Secondary Interventions
- All-Cause Mortality incidence

All up to 5 years




I Primary endpoint
| Enduant(r26) | Excuder(-266) | Puolue

Sac regression more 33.5% 35.0% 074
than 5mm at 1 year® [32.7% to 34.2%] [32.7% to 37.2%] :
a. after multiple imputation

o " No difference between the groups for sac e
- regression of more than 5mm at 1 year !! )

IFreedom from aneurysm sac increase > 5mm

Ao significanN
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Froedom from sac enlargement
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I ADVANCE Trial: Endpoints
Our study

Primary endpoint
- Proportion of subjects with sac
regression of more than 5mm at 1 year
Secondary endpoints
- Aneurysm sac change by diameter - Secondary endpoints
- Aneurysm sac change by volume - Aneurysm sac increase by diameter
- Type Il Endoleaks incidence - Type | Endoleaks incidence
- Type | Endoleaks incidence - Secondary Interventions
- Secondary Interventions - Late complication incidence

- All-Cause Mortality incidence - All-Cause Mortality incidence

All up to 5 years

All up to 5 years

i
I Freedom from type 1a endoleak

/ o ﬂgmﬁceh

difference
between th

\\groups”

]
]

0%

0%

0%

20

Freedom from Type la endoleak

— Encurant
Excioder

Months after procedure

o wm ww

o We Wme %0 o W w3

I Freedom from late complication
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difference
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IOveraII surviva

( difference

//No significant\\‘

between the
\\ groups! /

Overall survival

|Fina| take home message !!
//'” /Our head to head comparison usin R -
C propensity score matching demonstrated
~~__ both endografts had similar clinical results!!
Z260mm ??? <60mm
Let’ see how ADVANCE trial does!!!

N

Interaction analysis
S "~ Aneurysm = 60mm \\\
T e favors Endurant \
e Aneurysm < 60mm /
EL _ favors Excluder //
I o 9
= i
T e )
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| Thank you for your attention !!

25-27 APRIL 2025
GRAND FRONT OSAKA, JAF

Osamu lida
Masahiko Fujihara

Far Together \}

e

Q PP O
i Ve €N




