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Lessons Learned from The Initial Concentrated 
Experience with TAMBE



• W.L. Gore & Associates:  Scientific Advisory Board, Consultant, Research 
Support, Site PI for TAMBE, TBE, National PI for TOGETHER registry, OSMB for 
GREAT registry (No personal income, all paid to USC)

• Cook Medical: Scientific Advisory Board, Consultant, Site PI for ZFEN PLUS
• Terumo Aortic: Scientific Advisory Board, Consultant, Site PI for Relay Branch
• Medtronic: Consultant

Off-label applications of TAMBE 

DISCLOSURES
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TAMBE EFS • N=13 (8 antegrade, 5 retrograde)
• 92% technical success (renal artery 

dissection)
• 31% MAE (all due to >1000cc EBL)







regression
24%

stable
70%

expansion
6%

Aneurysm Remodeling

• N=102 with 96 patient data 
analyzed at 1 year follow-up

• 12 months
• 0 aorta-related mortality
• 94% overall survival
• 29.4% clinically significant 

reintervention



1 YEAR TAMBE PIVOTAL DATA
• 14.7% of patients experienced a branch vessel occlusion at 12 months



• Risk factors for renal artery 
occlusion  

• Arteries < 5mm diameter (OR: 3.04, 
95%CI: 1.08~8.54)

• Pararenal (vs extent IV TAAA) extent 
(OR: 2.85, 95% CI: 0.88~9.5). 

…?
• NO association between aortic 

luminal diameter, renal angle, 
compression, branch length, 
tortuosity index, vessel position, 
orientation, antiplatelet use.

1 YEAR TAMBE PIVOTAL DATA



1 YEAR TAMBE PIVOTAL DATA

• Branch compression was a major 
indication for reintervention (33%)
• No statistical association between 

compression and occlusion

• More common in pararenal aneurysm 
vs extent IV TAAA



COMMERCIAL ROLL OUT since 5/2024

• Rapid adoption of TAMBE 
Certified and in-progress

• 450+ physicians attended 
training 

• 2000+ cases
• ~100 cases per month

• ANZ, Japan



GORE POST-MARKET TAMBE STUDY

• National PI:  Jason T 
Lee, MD, Stanford

• Enrollment: 
Prospective

• Target Sample Size: 
300

• Planned Follow Up: 
10 years



• Enrollment Status:  N=241

PHYSICIAN-INITIATED POST-MARKET ”GAP” REGISTRY
Patients Enrolled 

CurrentlyCenter
92USC
27Southern California Kaiser
23Mayo Clinic
22University of Missouri 
20Stanford
17University of Texas, Dallas
13University of North Carolina
11Case Western
10Honor Health
5University of Utah
1University of New Mexico



PercentagenComorbidities

89.3%209Hypertension

72.7%168Hyperlipidemia

42.2%98Coronary Artery Disease

25.5%59COPD

20.3%47Diabetes

17.2%37MI

16.5%38Peripheral Arterial Disease

16.2%37Chronic Kidney Disease

15.9%37Congestive Heart Failure

15.9%37Stroke/TIA

14.1%28Atrial Fibrillation

12.5%22Prior Coronary Artery Bypass Surgery

9.2%18Arrhythmia

1.4%3Oxygen Dependent

Smoking History

46.9%115Prior Use

21.2%52Current Use

Genetic History

4.9%12Family History

1.2%3Marfan's

0.4%1Loeys-Dietz

0.4%1ACTA2 Mutation

ASA

3.4%232 - Mild Disease

49.4%1213 - Severe Disease Limiting Activity

27.3%674 - Incapacitating Disease

1.2%35 - Moribund, <24hr expected survival



nOperative Details

Anesthesia Type
98.4%186General

1.6%3Regional
31.3%61CSF Drain Placed
28.0%53SES/MEP Monitoring

RangeMean
110-747268OR Time

66-637185Procedure Time
11-19576.6Fluoroscopy Time
30-610167Contrast Volume

20-2000276EBL

Percentagen
Blood Products 
Transfused

27.1%52PRBC
8.5%15FFP
1.2%2Cell Saver

0%0Platelets

Access Site Number
4.9%111

26.5%592
68.6%1533

TAMBE Size
31.4%7731
46.1%11337

7.3%18Intraop Complication
90.5%218Technical Success





TRANSFEMORAL TAMBE (N=31)
p-ValueStandard Access

(n=69)
Transfemoral 

(n=31)Access Type

0.341572.974.1Age 

0.311972.5% (50)83.9% (26)Male

27.5% (19)16.1% (5)Female 

0.01098Ethnicity 

65.2% (45)58.1% (18)White

0.5137Aneurysm Extent

36.2% (25)35.5% (11)Pararenal

3.0% (2)3.3% (1)Paravisceral

6.1% (4)10.0% (3)Extent I TAAA

24.2% (16)23.3% (7)Extent II TAAA

6.1% (4)13.3% (4)Extent III TAAA

24.2% (16)10.0% (3)Extent IV TAAA

3.0% (2)6.7% (2)Extent V TAAA

133.3% (23)32.3% (10)Coronary Artery 
Disease

0.534311.6% (8)16.1% (5)Atrial Fibrillation

0.494913.0% (9) 6.5% (2)
Myocardial 
Infarction

0.33510.3% (7)19.4% (6)
Congestive Heart 
Failure

111.8% (8)12.9% (4)CABG

0.334584.1% (58)93.5% (29)Hypertension

0.160173.9% (51)58.1% (18)Hyperlipidemia

12.9% (2)3.2% (1)Oxygen 
Dependent 

0.617824.6% (17)19.4% (6)Diabetes

0.787618.8% (13)22.6% (7)Stroke

0.545413.0% (9)19.4% (6)Chronic Kidney 
Disease

p-ValueStandard Access
(n=69)

Transfemoral
(n=31)

0.211371.7 (±91.8)345.3 (±98.5)OR Time (mins)
0.388250.3 (±76.9)233.5 (±93.9)Procedure Time (mins)
0.831156.1 (±152.8)164.5 (±192.8)EBL (mL)
0.623117.1 (±30.5)121.1 (±40.2) Contrast Volume (mL)

0.06548.2 (±21.7)59.2 (±28.4)Fluoroscopy Time 
(mins)

p-ValueStandard Access
(n=69)

Transfemoral
(n=31)

12.9% (2)3.2% (1)30-day Mortality 
0.534895.7% (66)96.8% (30)Technical Success
0.389914.5% (10)22.6% (7)Adverse Events
0.757913% (9)16% (5)Major Adverse Events

0.2890% (0) 3.2% (1)Myocardial Infarction
0.2890% (0) 3.2% (1)Prolonged Ventilation

12.9% (2)0% (0) Reintubation
12.9% (2)0% (0) Acute Kidney Injury

0.5544.3% (3)0% (0) New Hemodialysis 
0.4961.4% (1)3.2% (1)Bowel Ischemia

0% (0) 0% (0) Stroke
0.1467.2% (5)16% (5)Spinal Cord Ischemia

1Spinal Cord Ischemia Severity 

60.0% (3)60.0% (3)Resolved with minimal sensory deficit

20.0% (1)0% (0) Minor motor deficit
0% (0) 20.0% (1)Able to move against gravity
20.0% (1)0% (0) Able to move the extremity laterally
0% (0) 20.0% (1)Minimal or no movement



TYPE1A ENDOLEAK REPAIR (N=22)

p-Value
De novo TAMBE

(n=78)
Rescue TAMBE

(n=22)
0.06972.775.3Age 
0.02170.5% (55)95.5% (21)Male

0.2447Ethnicity 
61.5% (48)68.2% (15)White

0.14Aneurysm Extent
32.1% (25)50.0% (11)Pararenal
1.3% (1)9.1% (2)Paravisceral
9.0% (7)0% (0)Extent I TAAA
23.1% (18)22.7% (5)Extent II TAAA
10.3% (8)0% (0)Extent III TAAA
20.5% (16)13.6% (3)Extent IV TAAA
3.8% (3)4.5% (1)Extent V TAAA

p-Value
De novo TAMBE

(n=78)
Rescue TAMBE

(n=22)
0.733365.3 (±97.3)357.0 (±84.3)OR Time (mins)

0.972244.1 (±81.1)248.2 (±86.9)Procedure Time (mins)
0.813155.9 (±154.1)168.6 (±203.8)EBL (mL)

0.022123.0 (±33.5)102.3 (±29.5) Contrast Volume (mL)

0.69851.3 (±24.7)52.7 (±23.7)Fluoroscopy Time (mins)

p-Value
De novo TAMBE

(n=78)
Rescue EVAR 

(n=22)
0.532.6% (2)4.5% (1)30-day Mortality 

0.57394.9% (74)100% (22)Technical Success
0.19714.1% (11)27.3% (6)Adverse Events
0.72915.4% (12)9.1% (2)Major Adverse Events

11.3% (1) 0% (0)Myocardial Infarction
11.3% (1) 0% (0)Prolonged Ventilation

0.4041.3% (1)4.5% (1) Reintubation
12.6% (2)0% (0) Acute Kidney Injury

0.5422.6% (2)4.5% (1) New Hemodialysis 
12.6% (2)0% (0) Bowel Ischemia

0% (0) 0% (0) Stroke
0.44711.5% (9)4.5% (1)Spinal Cord Ischemia

0.44330.8% (24)40.9% (9)Coronary Artery Disease
0.0359.0% (7)27.3% (6)Atrial Fibrillation

0.2529.0% (7)18.2% (4)Myocardial Infarction

113.0% (10)13.6% (3)Congestive Heart Failure

0.45710.4% (8)18.2% (4)CABG

0.72785.9% (67)90.9% (20)Hypertension

169.2% (54)68.2% (15)Hyperlipidemia

0.532.6% (2)4.5% (1)Oxygen Dependent 

0.38925.6% (20)13.6% (3)Diabetes

0.3717.9% (14)27.3% (6)Stroke

0.90111.5% (9)27.3% (6)Chronic Kidney Disease



POST-DISSECTION ANEURYSMS (N=23)
p-Value

Degenerative
(n=77)

Post Dissection 
(n=23)

<0.00175.266.7Age 
0.09280.5% (62)60.9% (14)Male

19.5% (15)39.1% (9)Female 
0.1016Ethnicity 

64.9% (50)56.5% (13)White
11.7% (9)0% (0)Asian 
2.6% (2)13% (3)African American
2.6% (2)8.7% (2)Hispanic 
18.2% (14)21.7% (5)Other

<0.001Aneurysm Extent
45.5% (35)4.3% (1)Pararenal
3.9% (3)0% (0)Paravisceral
5.2% (4)13.0% (3)Extent I TAAA
10.4% (8)65.2% (15)Extent II TAAA
7.8% (6)8.7% (2)Extent III TAAA
24.7% (19)0% (0)Extent IV TAAA
2.6% (2)8.7% (2)Extent V TAAA

p-Value
Degenerative

(n=77)
Post Dissection 

(n=23)

0.119354.4 (±89.1)393.4 (±106.3)OR Time (mins)

0.156237.8 (±79.1)268.3 (±90.7)Procedure Time (mins)

0.492150.7 (±143.2)185.4 (±226.0)EBL (mL)

0.53117.0 (±30.7)123.2 (±42.9) Contrast Volume (mL)

0.47950.6 (±24.2)55.0 (±25.3)Fluoroscopy Time (mins)

13.9% (3)0% (0)30-day Mortality 
194.8% (73)100% (23)Technical Success

0.21114.3% (11)26.1% (6)Adverse Events
114.3% (11)13.0% (3)Major Adverse Events
11.3% (1) 0% (0)Myocardial Infarction
11.3% (1) 0% (0)Prolonged Ventilation
12.7% (2)0% (0)Reintubation
12.7% (2)0% (0) Acute Kidney Injury
14.0% (3)0% (0)New Hemodialysis 
12.7% (2)0% (0) Bowel Ischemia

0% (0) 0% (0) Stroke
0.699.3% (7)13.6% (3)Spinal Cord Ischemia

0.00540.3% (31)8.7% (2)Coronary Artery Disease

113.0% (10)13.0% (3)Atrial Fibrillation

0.06414.3% (11)0% (0)Myocardial Infarction

113.2% (10)13.0% (3)Congestive Heart Failure

0.06315.6% (12)0% (0)CABG

0.03683.1% (64)100% (23)Hypertension

168.8% (53)69.6% (16)Hyperlipidemia

0.1311.3% (1)8.7% (2)Oxygen Dependent 

0.5824.7% (19)17.4% (4)Diabetes

0.23216.9% (13)30.4% (7)Stroke

0.5116.9% (13)8.7% (2)Chronic Kidney Disease

0.1311.3% (1)8.7% (2)Marfans

0.3174.0% (3)9.1% (2)Family history 



EVOLVING TAMBE CONFIGURATION



OPTIMIZING BRIDGING STENTS



VBX + Self Expanding Hybrid Bridging Stent Strategy

p-ValueConventional (n=134)Hybrid (N=66)Overall(n=200)Primary Patency
0.173395.0% (95)100% (20)95.8% (115)30-day
0.180791.5% (65)100% (6)92.2% (71)6-month

Hybrid

Conventional



• Simulated abnormal wall shear stress 
associated with branch occlusion.

• Global assessment of branch geometry
• Localization of shear stress
• How do you avoid this?



• TAMBE provides an off-the-shelf 4 vessel inner 
branch platform for cAAA and TAAA

• Rapid, organic adoption with regionalization of 
care with improved outcomes through 
institutional learning curve

• TAMBE application expanding beyond IFU 
(Dissection, Type 1A endoleak, Rupture, Total 
transfemoral approach)

• Opportunity for optimization and innovation 
through real-world data

CONCLUSIONS


