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Conventional Synthetic Materials: ePTFE structural core is externally
coated with a novel biointerface layer of soft porous silicone granules.
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Biointerface microstructure promotes caplllary mgrowth

Porous
Silicone
Granules /]

Neovascularized tissue interface:
* Improves patency by inhibiting fibrotic encapsulation & loss of graft wall compliance.
* Resists infection by improving access for antimicrobial cells.
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Design refined over 3 clinical trials involving
73 STARgraft and 27 ePTFE controls.

STARgraft shown post-tunnelmg ,
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Pre-implant hydration of porous outer surface & ',,?,7 o
is needed for integration with perigraft tissue. | :

Presented data is for Trial 3:

o Patency data is for 12 patients with

optimized hydration. Blood wicks into pre-hydrated

outer surface of STARgraft.

o Infection data is for all 21 patients.
P Standard Kelly-Wick tunneler used.
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Gore-Tex® ePTFE control arm of
Trial 1 used as comparator:

Same PI, patient selection criteria,
and upper arm configuration.

Brachio-Axillary Configuration

Axillary
Vein

NICS

Patient Characteristics: STARgraft vs. Controls

o
————

Brachial
Artery

Comparable Patient Characteristics

ClinicalTrials.gov Study ID
Number of Subjects

Age (Years £ SD)

Gender (Male / Female)
BMI (+ SD)

Months on Catheter (x SD)
Diabetes (%)

Hypertensive (%)

Ejection Fraction (%)
Axillary Vein Diam. (mm)

Brachial Artery Diam. (mm)

STARgraft

NCT05729620
12
51.9+9.1
58% [/ 42%
26.5+4.1
12.3+19
25%
92%
53.8+6.9
7.6+0.9

4.4 +0.5

Gore-Tex ePTFE
Comparator

NCT03916731
27
55.7 + 13
59% / 41%
26.2+4.8
6.1+6.0
Not Captured
74%
60.9 £ 9.2
85+15

44+04
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Infection Resistance Sympostum
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STARgraft Clinical Results: Safety Profile

/).

Symposium

sssssssssssssssssssssssssssss

Device-Related AEs Requiring Intervention: ZERO at 12 mos.

Adverse Events (AEs) 12 Months 18 Months 24 Months
Requiring Intervention  STARgraft ePTFE STARgraft ePTFE  STARgraft
(N=12) (N=27) (N=12) (N=27) (N=12)
Prim::: L?:ats};iastt::sziency 7(26%) 2 (17%) SER S
Infection (Device-Related) 0 4 (15%) 0 4 (15%) 0
Infection (Catheter-Related) 1 (8%) 0 1(8%) 0 1(8%)
Obstruction 0 4 (15%) 2 (17%) 6 (22%) 2 (17%)
Pseudoaneurysm 0 1 (4%) 0 3(11%) 0
Skin Erosion / Wound Healing 0 1 (4%) 0 1 (4%) 0
Hematoma 0 0 0 0 0
Seroma 0 2 (8%) 0 2 (8%) 0
Steal 0 0 0 0 0
Kinking 0 0 0 0 0
Death (Device-Related) 0 1 (4%) 0 1(4%) 0
Death (Not Device-Related) 2 (17%) 4 (15%) 2 (17%) 5 (19%) 2 (17%)
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Fibrotic encapsulation stiffens conventional grafts;
STARgraft retains wall compliance to move with pulsating flow.

STARgraft
Graft wall
Click here / \u
to see :
video on
YouTube

' \ IVUS catheter

IVUS Videos of AV Grafts after 3 months in Sheep
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https://www.youtube.com/watch?v=msCUXSzAI6w
https://www.youtube.com/watch?v=msCUXSzAI6w
https://www.youtube.com/watch?v=msCUXSzAI6w
https://www.youtube.com/watch?v=msCUXSzAI6w
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e STARgraft retains long-term wall compliance.

 ePTFE Controls lose compliance due to constricting fibrotic capsule.

Graft Compliance 55
Measurement ' STARgraft
Axillary /'
vein | p < 0.0001
2.0
¥ Graft
Graft Wall Compliance 15
- |
Pulsatility Index Measured I
by Ultrasound
1.0

20 Months Post-Implant
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STARgraft outflow vein also shows better long-term wall compliance.

Vein Compliance STARgraft
Measurement .
J 4.0 Outflow Vein
Axillary 4 —_—
e 3.5 p =0.009
3.0
~— Graft
2.5
Outflow Vein Compliance o [
Pulsatility Index Measured | 1
by Ultrasound 1.5
1.0

20 Months Post-Implant



14

healionics
STARgraft Summary ﬁ?!"ﬁ!

sssssssssssssssssssssssssss

Primary Unassisted Patency: 100% at 12 mos.
80% at 24 mos.

Device-Related Infections: ZERO at 24 mos.

Device-Related AEs Requiring Intervention: ZERO at 12 mos.
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