
11/18/25

1

New Endovascular Technology to Slow AAA Growth: 
Updated Clinical Results of the First-In-Human (FIH) 

Trial and the stAAAble RCT
Andrew Holden, MBChB, FRANZCR

Auckland City Hospital
Auckland, New Zealand

VEITH Symposium, November 18th,  2025

1

2

Disclosures

Andrew Holden, MBChB, FRANZCR: 

Medical Advisory Board Member for Medtronic, Gore, Philips, Boston Scientific

Clinical Investigator for Abbott, Bard-BD, Boston Scientific, Cagent, Cook, Cordis, Efemoral, 
Endospan, FluidX, Gore, Intact Vascular, LifeSeal, Medtronic, Merit, Nectero, Philips, Reflow, R3 
Vascular, Shape Memory, Shockwave, Terumo

No other disclosures

2

Annualized Risk of AAA Rupture
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No Proven Therapy for Small to Mid-Sized AAAs

• Large, randomized EU and US clinical trials have shown no advantage to:
− Early OSR vs active surveillance (ADAM, UKSAT)
− Early EVAR vs active surveillance (PIVOTAL, CAESAR)

• Many systemic pharmacotherapy trials also showed no benefit with:
− Propranolol, Roxithromycin, Azithromycin, Pemirolast, Perindopril/Amlodipine

• Statin therapy, no robust methodology studies conducted for AAA

• RCT evaluating systemic Doxycycline vs placebo showed no reduction in AAA growth

• RCT evaluating systemic Metformin vs placebo showed no reduction in AAA growth
− Enrollment truncated due to COVID

• Multiple ongoing trials continue to investigate Metformin for small/midsized AAAs
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1,2,3,4,6-Pentagalloylglucose (PGG)
• Glucose core with 5 galloyl groups
• Derived from plant polyphenols

PGG has the potential to:
• Strengthen weakened tissue
• Hinder enzymatic degradation
• Inhibit growth of aneurysms

• Reduce rupture risk

• AAA disease is manifested by breakdown of elastin fibers

• PGG binds and crosslinks remaining elastic fibers to strengthen the 

aortic wall with a localized treatment

• PGG prevents further enzymatic degradation of elastin by binding to 
multiple locations along the protein

Novel Drug to Potentially Stabilize AAA Growth
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Occlusion Balloon
• Reduces blood pressure 

in the aneurysm sac 

Stabilizer Balloon
• Displaces blood volume 

for wall apposition
• Delivers 25 mL of 

stabilizer solution in ~3 
minutes 

• Utilizes standard endovascular techniques
• Total procedure takes <1 hour
• Conscious sedation or general anesthesia
• Delivered through 14F sheath
• Thrombus does not prevent PGG diffusion
• Leaves no permanent implant behind

Dual-Balloon 
Delivery Catheter

Stabilizer Mixture
(PGG + contrast)

Nectero EAST® System
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First-In-Human (FIH): Phase I Nectero EAST® Trial Design

† S tephen  C heng , e t a l. Journa l o f Vascu la r S urgery, June  15 , 2023 .

30-Day 
Post-Procedure 

Core Lab 
Baseline CT

Nectero 
EAST 

System 

46 Patients
Enrolled

Core Lab
Follow-Up CTs:

6 month
12 months
24 months
36 months

Prim ary Endpoint†

• 30-Day Safety 
• Technical Success 

of Procedure

Enrollm ent: June ‘19 – Decem ber ‘23

Secondary Endpoint  †

• AAA Growth over Time

LATVIA 
N=12

AUSTRALIA
N=9 

NEW ZEALAND
N=12

HONG KONG
N=7

COLOMBIA x2
N=6

Baseline
Max AAA Diameters:

3.30 cm – 5.15 cm
Mean AAA Diameter: 42.7 mm

Phase I
N=46

Phase Ia
N=21

Phase Ib
N=25

Follow-up
Com plete 
(3 years)

Follow-up
Ongoing

1-Year Full 
Cohort
N=44
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Phase I Trial: Baseline Demographics and Current Follow-Up Status

46 Patients Enrolled

Mean Age: 70 Years
(50 – 87)

Male: 89% Female: 11%

Mean BMI: 27.2 kg/m2

(19.1 – 38.9)

65%15%

13%

7%

Whit e

As ian

Hi spani c

Ot her

Baseline Anatomy

21.1 mm

42.7 mm

Follow-Up Status
1-Year Follow-up Full Cohort: (n=44)

2- & 3-Year Follow-up Phase Ia Cohort 
(n=17, n=14)
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Natural History Growth Rate Comparator: Brady Publication
1743 Patients from the UK Small Aneurysm Trial. 1.9yrs Mean Follow-Up

B rady A R , e t a l. C ircu la tion . 2004 ;110 :16-21 .

Brady Publication
Baseline 
Diameter

Annual Growth 
Rate

< 40 mm 1.85 mm/yr

40 – 45 mm 2.69 mm/yr

> 45 mm 3.50 mm/yr

Nectero EAST® System

Baseline Patients

n=14

n=18

n=13
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Phase I: 1 Year Full Cohort Change in Maximum AAA Diameter (n=44)

*B rady A R , e t a l. C ircu la tion . 2004;110(1):16-21

B ox p lo ts : so lid  lines a re  the  m ed ian ; dashed lines a re  m ean.
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Phase Ia: Maximum AAA Diameter Growth from Baseline

*B rady A R , e t a l. C ircu la tion . 2004 ;110(1 ):16 -21

Significant Reduction through 3 Years Compared to Expected AAA Natural History
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Phase Ia: Projection to Time to AAA Conversion

Early Data are Promising and Have the Potential to More than Double Time to Threshold

Intervention Threshold
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Expected Natural H
istory

Nectero EAST® System

~4 Yrs ~8.5 Yrs

“To prevent small aneurysms reaching threshold,
new treatments to reduce the expansion rate
by >50% need to be designed, based on the

underlying pathologic process”

-- Janet T. Powell
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Key Findings and Clinical Implications from Phase I Study

Among Patients with Small to Mid-Sized AAAs, PGG and the Nectero EAST® system:

Stabilization of the Aortic Wall

Therapeutic Agent Derived from Nature

Slowing Down of AAA Growth Rate

Localized Treatment Directly into the AAA
• A Natural Plant Compound

• Beneficial Pleiotropic Properties towards Aortic 
Disease

• Binds and Crosslinks the ECM Proteins

• Protects these Proteins from Further Enzymatic 
Degradation

• Clinically Significant Reduction in AAA Growth Over 
Time

• Potential to Delay or Avoid AAA Surgical 
Conversion

• One Time Delivery with Durable Effects

• Eliminates Challenges of Systemic Therapies and 
Patient Compliance

A Randomized, Controlled Clinical Trial (stAAAble) is Underway
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Phase II/III IND Randomized, Controlled Trial Design

Principal Investigators: Dr. Dan Clair & Dr. Grace Wang (Initiated January 2024)

Nectero 
EAST System

N ³ 200

R
Screening 

CT - 
Baseline

Surveillance 
w/CT

N ³ 200

400 patients 
Randomized 1:1

A A A D iam eter:
• M a le : 3 .5  –  5 .0  cm
• F em ale : 3 .5  –  4 .5  cm

A A A P ro xim al N eck: 
• ≥  15  m m  leng th  
• ≤  29  m m  d iam eter

E n ro llm en t Targ ets :
• ~  10% : 3 .5  to  <  4 .0  cm
• ≥  25% : 4 .0  to  <  4 .5  cm

• ≥  50% : 4 .5  to  5 .0  cm

Vis it 1 : 30  d ays 
V is it 2  - 8 : 6 ,12 ,18 ,24  
m o n th s w ith  con tinued 
fo llow -up  annua lly  a t 3, 4 , 
5Y

Vis it 1 : 60  d ays 
V is it 2  - 8 : 6 ,12 ,18 ,24  
m o n th s w ith  con tinued 
fo llow -up  annua lly  a t 3,
4 , 5Y

Event-Driven 
Primary 

Endpoint
C o m p o site  o f a ll 

A A A -re la ted  
d eath , ru p tu re , an d  rep air  

(O S R  or E VA R ) 
o r c lin ica lly  in d icated  fo r 

rep air

Follow-up

• Fast Track Designation: for select novel drugs that FDA deems offer a potential significant benefit

• FDA Breakthrough Therapy Designation: expedite the development/review of drugs for serious or life-threatening 
conditions  and preliminary clinical evidence indicates that the drug may demonstrate substantial improvement on a clinically 
significant endpoint(s) over available therapies 

Secondary 
Endpoint

G row th  over tim e in  A A A 
d iam eter a t 24  m onths

C T C ore  Lab
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