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Common iliac artery aneurysms (CIAA)
• Isolated common iliac artery aneurysms are a rare 

condition

• Common iliac artery aneurysms are more common 
in conjunction with abdominal aneurysms: >20%: 
Aorto Iliac Aneurysms (AIA

• Often bilateral occurrence 

Sandu RS, et al. Semin Vasc Surg 2005 Dec;18(4):209-15
Brunkwall, J. , et al. Vasc Surg 1989 Oct;10(4):381-4
Armon MP,  et al. Eur J Vasc Endovasc Surg. 1998 Mar;15(3):255-7



Open Surgery



Challenging and has it’s 
known disadvantages



Coil and cover internal iliac artery
Occlude internal iliac artery and cover with endograft with 
sealing in the external iliac artery

Buttock claudication:

Unilateral 27% (range 14-50%)

Bilateral 32% (range  13-80%)

Erectile dysfunction:

Unilateral 14% (range 11-45%) 

Bilateral 18%  (range 11-50%)

Colonic ischemia up to 3%

Spinal ischemia <1%
Verzini F, et al. J Vasc Surg 2009;49(5):1154-61
Farahmand et al. Eur J Vasc Endovasc Surg 2008;35(4):429-35
Lin PH, et al. Semin Vasc Surg 2009;22:193
Rayt HS, et al. Cardiovasc Intervent Radiol 2008;31:728–34



Iliac Branched Devices on 
the market



Cook®

20 Fr OD
BE Atrium Advanta V12 

SE Fluency Bard

Iliac Branched Devices on 
the market



Jotec®

18 Fr OD
E-ventus covered stent

Iliac Branched Devices on 
the market



GORE® Iliac Branched Endoprosthesis

16 Fr OD
Dedicated GORE® internal iliac 
compoment HGB

The only FDA Approved IB-device since 
2016

Iliac Branched Devices on 
the market



European and American 
Recommendations

ESVS : Preserve at least one internal iliac artery (IIA); mandatory to avoid 
early complications

SVS 2017 update guideline: strongly recommends use of an FDA iliac 
branched endograft to maintain IIA perfusion





Retrospective Dutch Study on 
the IBD® Cook® 

140 patients (130 men)
Mean age 70.9 Yrs (+/-7.4 Yrs)
162 implants
Technical success in 96.9%



Retrospective Dutch Study on 
the IBD® Cook® 

4.3% major complications
Mean FU 26.6 +/- 24.1 Mo
IBD related secondary interventions 12.1%

IIA branch occlusion in 9.3%; half of them buttock claudication
In conclusion: IBD safe, preservation of AII flow 



Clinical Studies with Gore® IBE® 

Dutch Retrospective Cohort
Global Retrospective study on Bilateral IBE
IDE study
GREAT data



Dutch retrospective cohort

13 sites in the Netherlands

51 CIA aneurysms in 46 patients 

Age 70.2 ± 8.5 year

Male gender 45/46 (98%)

Bilateral treatment 5/46 (11%)

IBE only 7/46  (16%)

Treated outside IFU 7/46 (16%)

van Sterkenburg SM, Heyligers JM, van Bladel M, Verhagen HJ, Eefting D, van Sambeek MR, Zeebregts CJ, 
Reijnen MM, for the Dutch IBE collaboration. Early experience with the GORE® EXCLUDER® Iliac Branch 
Endoprosthesis for common iliac artery aneurysms in the Netherlands. J Vasc Surg, i



Dutch retrospective cohort

Primary patency IIA limb at six months is 94%

Significant decrease in CIA aneurysm diameter:

Baseline 42.4 ± 7.2 mm 

6 months 38.4 ± 7.5 mm

Re-interventions preformed in 2 patients (7%):

BE stent external iliac limb stenosis

Type 1b endoleak 

van Sterkenburg SM, Heyligers JM, van Bladel M, Verhagen HJ, Eefting D, van Sambeek MR, Zeebregts CJ, 
Reijnen MM, for the Dutch IBE collaboration. Early experience with the GORE® EXCLUDER® Iliac Branch 
Endoprosthesis for common iliac artery aneurysms in the Netherlands. J Vasc Surg, i







Global Retrospective Study on 
Bilateral IBE

FU imaging available in 40 pts (85.1%)
Mean FU 6.5 Mo (range 1-36)
No type 1 or 3 Endoleaks
12 pts (30%) type 2 Endoleak

2 of 80 branches (2.5%) occluded; 1 suffered buttock claudication
Bilateral preservation of IIA in bilateral Iliac aneurysms safe
Excellent technical success and short term patency



The GORE IBE® IDE trial

Prospective, multicenter, single arm study

Safety and effectiveness of the GORE EXCLUDER® IBE® as concomitant 
treatment with the GORE EXCLUDER® in patients with CIAA and AIA

Pivotal enrollment completed 2015

Continued access completed 2016

Bilateral treatment was only allowed in the continued access arm 



GREAT Registry

GORE® initiated 

To monitor ‘real world data’ 



IBE® IDE trial vs GREAT data



Baseline data IDE and GREAT
Table I. Baseline demographic characteristics for 99 pivotal phase and continued access subjects enrolled in the 

Investigational Device Exemption (IDE) trial of the Gore Iliac Branch Endoprosthesis (IBE) and 92 subjects treated 

with the IBE in the Gore Registry for Endovascular Aortic Treatment (GREAT)

Variable IDE

N=99

GREAT

N=92

P value

Male 98/99 (99) 85/92 (92) .02

Age 69.0 ± 9.3 72.2 ± 7.7 .01

Weight 99.9 ± 20.1 89.2 ± 19.0 < .001

BMI > 30 53 (54) 34 (37) .02

Height 179.5 ± 6.7 174.7 ± 7.2 < .001

CHF 16/99 (16) 6/92 (7) .04

CABG 12/99 (12) 7/92 (8) .30

Hypercholesterolemia 69/99 (70) 46/91 (51) .007

Hypertension 82/99 (83) 66/92 (72) .07

COPD 20/98 (20) 19/92 (21) .97

Diabetes 24/98 (24) 18/92 (20) .41

Renal insufficiency 7/99 (7) 10/92 (11) .36

PVD 37/99 (37) 13/91 (14) < .001

ED 12/71 (17) 8/47 (17) .99

Smoking 57/99 (58) 38/84 (45) .10

Cancer 26/97 (27) 23/92 (25) .78

Myocardial infarction 18/98 (18) -- --

BMI, body mass index; CABG, coronary artery bypass graft; CHF, congestive heart failure; COPD, chronic obstructive pulmonary disorder; ED, 

erectile dysfunction; PVD, peripheral vascular disorder. 

Continuous data are expressed as mean ± standard deviation. Categorical data are expressed as numerator/denominator (percentage). P values are 

derived from unpaired t test and χ2 test. 
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Procedural data IDE and GREAT
Table III. Procedural characteristics in IDE trial and GREAT registry

Variable IDE

N=98a

GREAT

N=92

P value

Access method

Percutaneous 54 (55) 37 (40) .04

Open femoral access 40 (41) 45 (49) .26

Conduit 1 (1) 7 (8) .02

Percutaneous/open 3 (3)b 2 (2)c .70

Open/conduit 0 (0) 1 (1)c .30

No. with staged contralateral IIA embolizationd 26 (27) -- --

No. with bilateral IBE placement 4/35 (11)e 13 (14) .69

No internal iliac component placed 1 (1)f 6 (7) .04

No IBC-compatible contralateral bridge componentg 0 (0) 4 (4) .04

Procedure survival 98 (100) 92 (100) >.99

Length of stayh 1.8 ± 1.6 4.3 ± 3.6 < .001

US only 1.8 ± 1.6 1.8 ± 2.0 > .99

OUS -- 5.4 ± 3.7 --

IIA, internal iliac artery; IBC, iliac branch component; IBE, iliac branch endoprosthesis; OUS, outside United States. 

Continuous data are expressed as mean ± standard deviation. Categorical data are expressed as number (percentage). P values are derived from unpaired t test and χ2 

test.
a Ninety-nine subjects were enrolled in the IDE trial, however, 1 subject was not treated with the device due to insurance. 
b Three IDE subjects with bilateral treatment (IBE placement in 1 limb and iliac exclusion in the contralateral limb) had percutaneous access in one limb and open 

access in one limb: in 2 of 3 subjects, open access was utilized on the side of IBE placement.  

c Three GREAT subjects had multiple access methods employed: none of these patients had bilateral IBE placement or branch procedures. 
d Due to the nature of data collection in GREAT, definitive data on staged procedures to exclude the contralateral IIA cannot be presented. 
e Only continued access subjects (n=35) were eligible for bilateral IBE placement in the IDE trial. 
f One subject had an iliac extender placed instead of the internal iliac component; this was one of two device deviations in the IDE trial, the other being one subject 

with an aortic extender placed bridging between the contralateral leg and the IBE.  
g Four GREAT subjects were implanted with contralateral limbs with distal diameters < 23 mm (only contralateral limbs ≥ 23 mm distal diameter are considered 

compatible with the IBC. 

h Twenty-eight GREAT subjects were treated in the US and 64 were treated outside the US. Mean length of stay was equivalent in US GREAT subjects and IDE 

subjects; OUS treatment was significantly longer, likely due to differing treatment protocols outside the U.S. 
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Outside IFU in GREAT
Table IV. Outside IFU device usage in GREAT

Variable GREAT

N=92

Off-label per ≥ 1 criteria (IBE and/or Excluder) 51 (55)

Off-label per ≥ 1 IBE criteriaa 13 (14)

Off-label per solely Excluder criteriab 38 (41)

Off-label Excluder characteristics

Non-IFU Excluder proximal diameter sizing 20 (22)

Proximal aortic diameter outside treatment range 5 (5)

Non-IFU Excluder distal diameter sizing 35 (38)

Distal aortic diameter outside treatment range 11 (12)

Infrarenal neck < 15 mm 3 (3)

Aortic neck angle > 60° 6 (7)

Subjects were considered off label due to anatomic characteristics outside IFU-specified treatment ranges or due to device usage outside IFU 

specifications. Subjects inputted as off-label due to “unapproved pathology” (n=31) are not included in the counts above as “unapproved pathology” in 

GREAT may only indicate where site investigators did not input the iliac pathology into a patient’s case report form. 

a Thirteen GREAT subjects had outside IFU usage of the IBE on 1 or more criteria; these patients may also have been off-label per Excluder criteria. 

Breakdown of number of patients off-label per solely IBE criteria is not available.
b Thirty-eight patients had outside IFU usage of the Excluder device but were on-label for the IBE.
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17 patients had bilateral IBE implants (4 IDE, 13 GREAT)

IDE: 30 patients had bilateral disease

26 staged procedure; 4 bilateral implants

8 cases of buttock claudication in the total IDE cohort

1 pt buttock claudication ipsilateral with patent endograft

7 contralateral to the IBE device in 26 staged procedures = 27% = like 
in literature

Bilateral Disease in IDE and 
GREAT



Continued excellent outcomes for iliac aneurysm treatment using the 
GORE® IBE® through 2 years

> 50% of cases was outside IFU within GREAT

Sack expansion of CIAA was not observed

@ 2 Yrs 45% sack decrease of 5 mm or more 

Conclusions IDE and GREAT



Bilateral iliac aneurysms: 
what to preserve?

Iliac Branched Technology is a feasible technique and offers Endovascular 
Specialists a solid tool to preserve the IIA with good clinical results

Double iliac aneurysms can be safely treated with this technique

Guidelines recommend to preserve at least one AII

Sacrificing AII leads to buttock claudication in 1 out of 3 patients! I 
wouldn’t want that so…..

Preserve what you can Preserve
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