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Abstract

A 74-year-old patient suffering from severe iliac artery stenosis and claudication was chosen to be

the first candidate in the world to receive the Palmaz stent, a balloon-expandable intraluminal stent.

This procedure was done in the Department of Radiology, University of Freiburg, FRG. The
intervention and postprocedural course were uneventful. His walking distance improved from less
than 100 m to unlimited walking capacity. The intra-arterial pressure gradient and ankle-arm
pressure ratio also returned to normal.
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Intraluminal stents in atherosclerotic iliac artery
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Abstract

Fifteen patients with symptomatic iliac artery stenosis were treated with intraluminal placement of
balloon-expandable stents. Before treatment, 14 patients had intermittent claudication, and one
had a limb at risk for amputation. One patient had diabetes mellitus, nine had hypertension, and all
were long-term smokers. Two patients had surgical placement of the stent; in one patient this was
part of a combined revascularization procedure. All other stents were placed percutaneously. The
transstenotic gradient after injection of vasodilating drugs distal to the lesion decreased from a
mean of 32.3 mm Hg +/- 16.7 to 3.1 mm Hg +/- 4.2 after stent placement. Ankle-arm Doppler
systolic pressure index increased from a mean of 0.68 +/- 0.22 to 0.96 +/- 0.24 after the
procedure. The treatment eliminated intermittent claudication in 14 patients and increased exercise
tolerance to 500 m in the patient with a limb at risk for amputation before the procedure. The
improved condition persisted in all patients during the follow-up of 6-12 months. Stent placement
may be a valuable adjunct in the management of iliac artery disease.
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Effect of polytetrafluoroethylene covering of Palmaz
stents on the development of intimal hyperplasia in
human iliac arteries
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L A Sanchez, J G Yuan, T Ohki

Affiliations + expand
PMID: 8897327 DOI: 10.1016/s1051-0443(96)70823-0

Abstract

Purpose: The occurrence of neointimal hyperplasia within a stent may result in restenosis with
recurrent symptoms of end-organ ischemia. This study evaluated the potential of a nonporous
covering of a stent to function as a barrier to the formation of intrastent neocintimal hyperplasia.

Materials and methods: Twelve endovascular stent grafts were used to treat 12 high-risk patients
with limb-threatening ischemia secondary to long-segment iliac artery occlusion. A 6-mm, thin-
walled polytetrafluoroethylene graft was inserted and anchored to the common iliac artery with use
of Palmaz stents. Each stent was covered by graft material over one-half of its length. Control
angiograms obtained immediately after graft insertion were compared with follow-up angiograms
obtained between 4 and 6 months after the initial procedure. On each angiogram, the region of the
stent was magnified by 20x to permit computerized luminal diameter measurements.

Results: The mean luminal diameter within the stent was significantly greater on the covered (7.7
mm +/- 0.33 standard deviation) compared with the uncovered (6.7 mm +/- 0.85 standard
deviation) portions (P < .01).

Conclusions: Partially covered stents are a unique model for assessing the effects of an extrinsic
stent covering on arterial healing and myointimal hyperplasia. These data suggest that a relatively
nonporous covering of polytetrafluoroethylene may inhibit stent-related restenosis in iliac arteries.

BMS after 28 days

ePTFE covered
stent after 28
days
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COBEST trial
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Multicenter, randomized V12 vs BMS

125 patients, 168 iliac arteries (83 CS

Preoperative angiography
% Performed (No.)
TASC B
TASC C
TASC D

80.7 (67)
50.7
343
14.9

85.9 (73)
72.6
205

6.8

Mwipatayi B et al. J Vasc Surg 2016




COBEST trial
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Follow-up in Months
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Significantly higher primary patency results using V12 vs BMS. This
improvement is even greater in complex lesions TASC C/D
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Conclusion: Endovascular reconstruction with aortic CSs or BMSs for severe AIOD showed comparable midterm
performance. The use of both aortic and iliac CSs seems to be associated with reduced TLR.

HR (95% CI) p value
Cox regression using
anatomical characteristics
Covered aortic stent 1.441 (0.589-3.527)
Aortic chronic total 1.498 (0.576—3.895) E:
occlusion
Nliac chronic total 1.710 (0.579—-5.049) .33
occlusion
Aortic lesion length 1.002 (0.988—1.016) 78
Total iliac lesion length 1.001 (0.996—1.006) .61
TASC 11 classification 1.877 (0.746—4.718) 18
Severe aortic calcification  1.144 (0.231-5.670) 86
Severe iliac calcification 1.085 (0.260—4.525) 91

Conditional Cox regression
(best fit model)
Covered aortic stent 0.302 (0.105—0.875) 027
TASC II classification 2.184 (0.984—4 . 848) 050
Use covered common 0.080 (0.022—-0.271) 001
iliac stents

Saratzis A et al. Eur J Vasc Endovasc Surg 2022




* Single center, retrospective study
* Propensity score matching

* 135 patients CS vs 74 BMS

Jialiang L et al. J Vasc Surg 2024
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Table IV. Final models of multivariable Cox analysis for primary patency in the matched and unmatched cohorts
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ILIACS Registry

Covered versus bar etal kissing stents for reconstruction of the
aortic pifurca jon in ILIACS registry
Fran oScpuzzato % hele PiaZ > paffaele pulli. M n Fargion MD.
priele Piff retti. M s carlo Pratest franco Gred° and Mi antonello. MD, PhD.” o
pehalf of the LIACS Group” P jorence and Varese jealy
ABSTR
WeCd'ﬂpafedt:heean ermout:orne of polyte” jene co ts (CSS) emetal
stents IBM&)used int Kissing © mmation nuction of the gortic pifurcat sortailiac © ructive
dise
A multicenter col gsuytzms 19) collect data fro patient had undergone vascular
ent of fliac arterial obstrucu've gents received jlsteral 11eC Kissing stents for
TransAtiantc |nter-Sociey Consensus [rasc) class b were inclV in the pres2" analysis The 30-day
outcomes midtem primany patency- and ¥ e COrnpafEd he CS5 gMmss in matched
patient €0 after proper® gcore Matc The Pllow+ P results analyzd using Kaplam Meier curves Co
proi ards modeb re used dent he pred-c prima®y pat
A0 dssﬁpaﬁenswmeauedm ing 1wﬁhc55(6096 and155mthe su.ommme
mmatr.hedcom dents receiving csswere™ ikely itical limb B¢ (1% vs 3096 (38), compieX
jiac lesions TAsc D ( g% P < o1y, and | clusions [ v vk < 1) After propensﬂy score
matching patent were &l 10 with € and gMss) nout differ es in the clinical pfgertamn
i:nt-callrnbusc Am\snﬂap-le‘uor ¢ sty (TA p=2 iiaCQCCIusaonbﬂ%\ﬁ
p=89) davrnonalu‘yw The med (unmatc 4% _1.00, matc go6 vs 4% P=
75)and surgical (U™ u:hed.s%ws% p=100 matched. 5% vs 3 p=T2 plicat rateswe similar petween
css and MSsmwe\er.the fed in ower T of intr@ n re (0% V5 59 P = 13) and
geateranldebfachial ndex impr t 043+ 022vs0}6 4026 P= 02) A mon the il prirnarypat
z%t'l%vssaz%n p = 38) 58 pat (95%15%59 i 4% _.solandhnbsamageps%tqk\s
gree 4 5%.P—20)rawsv.eresnrrﬂar.| ses of M erauetosevereil calcificaton g5 sho ¢ results in
rrwtchedcohonnm 89% 1 p=.068)0 n-uln'sanateanal i cs use [HR] .P-,hS)did not
niﬁ:anﬂyafkct prima?y tency. older ageH 03) stert diam r= n, 025 P=- )
re sign y ia
conclusion® | the prese” mcenmrstudy the use of K ngsumsfort t of the pifurcation provided
goodeawand : results €55 for re complex protect from 1< mptueand
aawedforgre arklebfachahrde:m entmesyeafpatencyr gimilar betVe css and BMSS
css impr d of m rate tO ffication (0 vasc Su 751980 90)
rcation: gndovascy edures fliac arten’ | artery Jisease: Re stries stents

Multic
e
nter, retrospective stud
Pro ' y
pensity score matchin
g

Squizzat
oFetal J
. J Vasc Sur
g 2021




Probability

ILIACS Registry
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Retrospective study

Occlusion lenght:
3.5vs 2.8cm, p=.05

TASC Il C/D: 77% vs 74%
Severe Ca**: 30% vs 28%

Outflow procedure:
45% vs 42%

: : DD. O70/ v1r ££L0/ wn— NC
with BMS. Even if further confirmatory studies are needed, CSs seem to have higher midterm patency rates than

BMSs for TASC D lesions, IAOs with a total lesion length > 6 cm, occlusion length > 3.5 cm, and calcification

involving > 75% of the arterial wall circumference. These specific anatomical parameters may be useful to the
operator when deciding between CS and BMS during endovascular planning.

Piazza et al. Eur J Vasc Endovasc Surg 2017
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STUDY

DEVICE iCover (CS, iVascular)

DESIGN Prospective, multicenter, non-randomized,
single-arm, observational study

ICover
OBJECTIVE To evaluate safety and efficacy of iCover

Designed to
cover all needs

LESIONS aorto-iliac lesions (TASC Il A— D)

214

i\Vascular

therapies for living

SITES 18 (Germany, France, Belgium and Spain)

iliCo study. B.NASR, T. ZELLER, iliCo investigators



ILICO STUDY - RECRUITMENT AND SITES

Patients enrolled per site




Take Home Message

CS seems to have better outcomes for complex aorto-iliac
occlusive lesions

iliCo study: end of inclusion in march 2024
Interim results will be communicated at Linc2024

Comparative analysis possible between Barista (BMS) and
iliCo (CS) studies
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