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BIOADAPTOR RCT Outcomes at 3-Year Follow Up

Randomized Controlled Trial of Sirolimus-Eluting Bioadaptor Versus
Zotarolimus-Eluting Drug-Eluting Stent
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Stent Related Adverse Events Increase 2-3% Each Year After PCI

Non-Plateauing Adverse Events Post 1-Year! 1 and 3-year TLF Rates With Contemporary DES?7
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* Increase in adverse events attributed to constraining the vessel and loss of vessel function®

1. Madhavan MV et al. J Am Coll Cardiol 2020;75:590-604 5. Kandzari DE, et al. J Am Coll Cardiol Intv. 2020 Jun, 13(11) 1343-1353
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Novel Bioadaptor Implant

Bioadaptor is a coronary implant (DynamX®, Elixir Medical, California) that is designed to adapt to
vessel physiology to restore vessel function and address device related adverse events'2,

* Three independent helical sinusoid strands (CoCr 71um) are temporarily connected by bioresorbable polymer
coating eluting antiproliferative agent

* Following polymer resorption after 6 months, the helical strands unlock, separate and provide dynamic support

*The DynamX Sirolimus Eluting Coronary Bioadaptor System is an investigational device. Limited by Federal (or United States) law to investigational use.

euro 1 Verheye, et al. 12-Month Clinical and Imaging Outcomes of DynamX Bioadaptor System. Eurolntervention 2020;16:e974-e981

2. Saito S et al. 12-Month Outcomes BIOADAPTOR-RCT. The Lancet eClinicalMedicine. 2023;65:102304. europcr.com



Study Device: Bioadaptor Mechanism of Action

Bioadaptor (DynamX?®, Elixir Medical, CA) is a novel technology designed to restore
hemodynamic modulation of the vessel and address device related adverse events.

0 — 6 months / / after 6 months >

1. Locked: 2. Unlocked:
Establish Flow Lumen Maintain Flow Lumen

3. Dynamic Support:
Restore Hemodynamic Modulation

Restore flow and achieve high acute gain Restore adaptive remodeling and Restore pulsatility, compliance,
and low residual %DS"? maintain low %DS'? adaptive coronary flow!3
euro 1. Saito S et al. 12-Months Outcomes BIODAPTOR-RCT. The Lancet eClinicalMedicine. 2023;65:102304.

2. Verheye S et al. Twelve-month clinical and imaging outcomes of the uncaging coronary DynamX bioadaptor system, Eurolntervention 2020, 16(12);E974
3. Kwak BR et al. Biomechanical factors in atherosclerosis: mechanisms and clinical implications. European heart journal. 2014 Nov 14;35(43):3013-20. europcr.com



Plateauing of Events After 6 Months in Two RCTs?
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BIOADAPTOR RCT - Trial Design

N=445 in 34 centers

50% patients enrolled in Germany, Belgium and New Zealand; 50% patients enrolled in Japan

DynamX Bioadaptor Resolute Onyx DES

(n=223) (n=222)
Imaging subgroups at Baseline and 12M: Imaging subgroups at Baseline and 12M:
QCA (N=50), IVUS (N=50), OCT (N=10) QCA (N=50), IVUS (N=50), OCT (N=10)

1-Year Primary Endpoint (ITT): TLF (non-inferiority), clinical follow-up to 5 years;
Secondary Endpoints: %DS, pulsatility by QCA/IVUS/OCT, TVF; Subgroup Analysis: LAD, LL (>23mm), SV (<2.75mm)

l |

3-Year Clinical Follow-up (Per Protocol Population)
Follow-up Completion: 99% (434/440)

Per Protocol (PP) Population

Analysis at 3 Years:

¢ 3 subjects excluded due to non-de novo
lesion (ISR in prior BVS implant)

e 2 subjects excluded due to cross-over
randomization error

Subjects who did not complete

follow-up through 3 years:
* 5 subject withdrawals
e 1 subjects missed 3-Year visit

europcr.com



Patient Baseline Characteristics

Baseline Characteristics

Age, years

67.1+10.3

Resolute Onyx

(N=222)

66.2 £10.1

Female

49 (22.0%)

49 (22.1%)

Hypertension

161 (73.2%)

156 (70.9%)

Dyslipidemia

178 (80.9%)

177 (80.5%)

Anatomical Characteristics
Target lesion vessel

LAD

LCX

RCA

114 (50.4%)
35 (15.5%)
77 (34.1%)

Resolute Onyx

(N=222)

104 (45.2%)
66 (28.7%)
60 (26.1%)

Diabetes Mellitus

59 (26.5%)

75 (33.8%)

Ostial lesion

13 (5.8%)

8(3.5%)

Prior Ml

42 (19.1%)

48 (21.8%)

Bifurcation lesion

50 (22.1%)

55 (23.9%)

Prior PCI/CABG

90 (40.9%)

84 (38.2%)

Moderate/severe calcification

43 (19.0%)

47 (20.4%)

Stable Angina

144 (64.6%)

150 (67.6%)

Moderate/severe tortuosity

53 (23.5%)

46 (20.0%)

euro

ACS

79 (35.4%)

72 (32.4%)

ACC/AHA lesion B2/C

51 (22.6%)

49 (21.3%)

Target lesion length, mm

15.8+6.0

16.2+6.0
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Significant Reduction in TLF with Bioadaptor at 3 Year Follow-up Compared to DES

(
B DynamX (n=219) [ Resolute Onyx (n=221)
P=0.030
10 1 for superiority
8 - 7.2
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*Chi-square test for p values. Per protocol analysis. Events adjudicated per the ARC-2 Criteria. Percentages indicate patients who had an event through the 1095100 days follow up window.
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Low TLF with Bioadaptor Sustained at 3Y Follow-up,

while a Non-plateauing Increase in TLF, CVD and ID-TLR with DES
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P=0.030
8 1 7.2 B DynamX (n=219) [ Resolute Onyx (n=221)
S
4]
c
2
)
[
a
1YFU 3YFU 1YFU 3YFU 1YFU 3YFU 1YFU 3YFU
Target Lesion Cardiovascular Target-Vessel Clinically-driven
Failure Death Mmi TLR

*Chi-square test for p values. Per protocol analysis. Events adjudicated per the ARC-2 Criteria. Percentages indicate patients who had an event through the 1095100 days follow up window.

euro Saito S et al. 12-Months Outcomes BIODAPTOR-RCT. The Lancet eClinicalMedicine. 2023;65:102304. europer.com



Sustained Treatment Benefit with Bioadaptor From 6 Months to 3 Years
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Substantial Treatment Benefit Demonstrated in LAD Lesions at 3 Years
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Conclusions

* Three-year clinical follow up results from the BIOADAPTOR-RCT shows:

» Sustained significantly lower TLF rates (2.7% versus 7.2%, p=0.030) with bioadaptor
compared to DES

» Significantly lower rate of Cardiac Death (0.5% versus 3.2%, p=0.033) compared to DES,
and lower rate of clinically driven revascularizations

* Substantial clinical benefit with bioadaptor in LAD lesions (TLF: 2.7% versus 10.6%,
p=0.019), consistent with bioadaptor mechanism of action of restoring vessel function

Evidence from the BIOADAPTOR-RCT demonstrate sustained significant reduction of
device-related events with bioadaptor compared to DES, confirming the durability of
treatment benefit from 6 months and through long-term follow-up
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30 Months Imaging Follow up From BIOADAPTOR-RCT

CORONARY, PERIPHERAL, AND STRUCTURAL INTERVENTIONS

CLINICAL CASE SERIES

Physiological Scaffold Remodeling in the
Coronary Artery After 30 Months of
Bioadaptor Implantation

Shiori Kawakami, MD,* Akihiko Takahashi, MD,*" Norimasa Taniguchi, MD,
Tetsuya Hata, MD,* Shunsuke Nakajima, MD,* Shigeru Saito, MD*

JACC: CASE REPORTS

@ 2025 THE AUTHORS. PUBLISHED BY ELSEVIER ON BEHALF OF THE AMERICAN
COLLEGE OF CARDIOLOGY FOUNDATION. THIS IS AN OPEN ACCESS ARTICLE UNDER
THE CC BY LICENSE (http://creativecommons.org/licenses/by/4.0/).
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Sustained Plateau in TVF at 3-Year Follow up
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